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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
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EDUCATION,  AND  WELFARE 
SUBCHAPTER  A— GENERAL 
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PART  2— ADMINISTRATIVE  PRACTICES 
AND  PROCEDURES 

Subpart  B — Formal  Evidentiary  Public 
Hearings 

SUBCHAPTER  D— DRUGS  FOR  HUMAN  USE 

PART  430— ANTIBIOTIC  DRUGS: 
GENERAL 

Procedures  for  Formal  Evidentiary  Public 
Hearings 

The  Food  and  Drug  Administration 
(FDA)  is  establishing  procedures  for 
formal  evidentiary  public  hearings  under 
Subpart  B  of  Part  2,  published  as  a  pro¬ 
posal  in  the  Federal  Register  of  Septem¬ 
ber  3,  1975  (40  FR  40682) .  Accordingly, 
the  current  regulations  under  Subpart  B 
of  Part  2  (redesignation  from  Subpart  F 
published  in  the  Federal  Register  of 
June  28, 1976  (41  FR  26636) )  are  revoked 
and  superseded  upon  the  effective  date 
of  these  regulations.  These  regulations 
shall  be  effective  November  23,  1976  ex¬ 
cept  that  they  shall  not  apply  to  any 
formal  evidentiary  public  hearing  for 
which  a  notice  of  hearing  has  been  pub¬ 
lished  in  the  Federal  Register  on  or  be¬ 
fore  that  date.  Ihe  background  of  this 
administrative  proceeding  is  described  in 
the  preamble  to  the  order  establishing 
Subpart  C — Public  Hearing  Before  a 
Public  Board  of  Inquiry,  published  in  the 
Federal  Register  of  June  28, 1976  (41  FR 
26636) . 

The  comments  received  on  the  pro¬ 
posed  Subpart  B  and  the  C(Hnmissioner’s 
evaluation  of  each  are  as  follows: 

1.  One  comment  stated  that  the  right 
to  a  formal  evidentiary  hearing  should 
not  be  limited  to  those  circumstances 
where  such  a  right  is  conferred  by  stat¬ 
ute.  The  comment  urged  that  the  regu¬ 
lations  should  recognize  that  an  evi¬ 
dentiary  hearing  may  be  required  or  ap¬ 
propriate  in  determining  “genuine,  sub¬ 
stantial  and  controlling’’  issues  of  fact  in 
a  limited  number  of  rule  making  pro¬ 
ceedings  not  required  by  statute  to  in¬ 
clude  opportunity  for  formal  procedures. 
The  comment  cited  American  Airlines, 
Inc.  V.  Civil  Aeronautics  Board.  359  F. 
2d  624,  631,  633  (D.C.  Cir.  1966) ,  Pfizer, 
Inc.  V.  Richardson,  434  F.  2d  536,  543  (2d 
Cir.  1970) ,  and  the  Davis  treaties  on  ad¬ 
ministrative  law  as  indicating  a  require¬ 
ment  for  a  formal  evidentiary  hearing 
if  specific  “adjudicatory”  facts  are  in 
dispute.  The  comment  urged  that  FDA 
establish  specific  requirements  that  must 
be  met  to  justify  an  adjudicative  hearing 
not  required  by  statute. 

Proposed  §  2.10(f)  (21  CFR  2.10(f) )  of 
Subpart  A  provides  that  any  proposed  or 
final  regulation,  at  the  Commissioner’s 
discretion,  may  be  the  subject  of  a  formal 
evidentiary  public  hearing.  'The  Commis¬ 
sioner  believes  that  the  circumstances  in 
which  the  more  formal  procedure  would 
be  appropriate  in  a  rule  making  proceed¬ 
ing  cannot  be  precisely  defined,  and  that 


the  decision  whether  to  utilize  that  pro¬ 
cedure  should  be  made  in  the  context 
of  a  specific  rule  making  proceeding 
rather  than  In  the  abstract. 

Opportunity  for  a  formal  evidentiary 
public  hearing  on  a  rule  is  legally  man¬ 
dated  (Hily .  when  the  rule  is  “required 
by  statute  to  be  made  on  the  record 
after  opportunity  for  an  agency  hear¬ 
ing.”  United  States  v.  Florida  East  Coast 
Railway  Co..  410  U.S.  224,  237-238  (1973) . 
No  court  has  held  that  the  mere  exist¬ 
ence  of  issues  of  specific  fact  in  an  in¬ 
formal  rule  making  proceeding  pursuant 
to  5  U.S.C.  553  of  the  Administrative 
Procedure  Act,  i.e.,  a  hearing  not  required 
to  be  held  “on  the  record,”  requires  that 
a  formal  evidentiary  proceeding  must  be 
conducted  to  resolve  them.  Although  sev¬ 
eral  courts  have  concluded  that  proce¬ 
dures  beyond  opportunity  for  written 
comment  should  be  afforded  in  certain 
rule  making  proceedings,  these  cases 
hinged  on  factors  peculiar  to  the  pro¬ 
ceedings  or  statutory  schemes  involved 
and  cannot  be  generalized  to  all  informal 
rule  making  in  which  FDA  engages.  The 
Commissioner  will  consider  any  request 
that  an  issue  of  adjudicative  fact  relat¬ 
ing  to  a  specific  rule  proposed  pursuant 
to  proposed  S  2.10  be  resolved  in  a  formal 
evidentiary  public  hearing.  The  Commis¬ 
sioner  will  ^ve  weight  to,  among  other 
things,  the  importance  of  the  issue  to 
his  decision  on  the  rule  and  to  the  cost 
of  providing  a  formal  proceeding  to  settle 
it. 

2.  Comments  opposed  §  2.110(c)  (21 
CFR  2.110(c) )  governing  the  procedures 
for  the  issuance,  amendment,  or  repeal 
of  antibiotic  drug  regulations.  ’The  pro¬ 
mulgation  of  that  section  necessitates  re¬ 
vising  §  430.20(b)  (2)  (21  CFR  430.20(b) 
(2)),  which  currently  provides  that  an 
order  issuing,  amending,  or  repealing  an 
antibiotic  drug  regulation  may  be  effec¬ 
tive  on  the  date  of  its  publication  when 
such  an  order  is  “necessary  to  deal  with 
an  imminent  hazard  to  the  public 
health.”  Section  2.110(c)  permits  a 
regulation  to  be  issued  without  the  re¬ 
quirements  of  notice  and  public  proce¬ 
dure  or  delayed  effective  date  “when  the 
regulation  imi>oses  safety  requirements 
which  the  Commissioner  concludes  are 
important  for  the  public  health.”  ’The 
comment  asserted  that  this  revision 
greatly  expands  the  authority  of  the 
Commissioner  to  promulgate  antibiotic 
drug  regulations  without  public  proce¬ 
dure  prior  to  the  effective  date  and  de¬ 
prives  interested  persons  of  the  right, 
currently  provided  by  §  430.20(c),  to  a 
hearing  after  the  effective  date  of  such 
regulations.  The  comment  stated  that  the 
proposed  regulation  ignores  the  proce¬ 
dure  required  by  section  507  (f )  and  (h) 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  357  (f )  and  (h) ) . 

The  Commissioner  advises  that  the 
standard  in  §  2.110(c)  is  intended  to 
particularize  the  standard  of  the  Admin¬ 
istrative  Procedure  Act  for  publishing 
rules  without  notice  and  public  proce¬ 
dure  when  the  agency,  in  particular 
cases,  finds  that  it  would  be  impracti¬ 
cable,  unnecessary,  or  contrary  to  the 
public  interest  to  do  so  (5  U.S.C.  553(b) 


(B) ) .  The  Commissioner  recognizes  that 
section  507(f)  of  the  act  does  not  contain 
explicit  authority  for  publishing  an  an¬ 
tibiotic  drug  regulation  with  an  im¬ 
mediate  effective  date,  and  that  since  the 
exception  in  the  Administrative  Proce¬ 
dure  Act  does  not  apply  when  notice  or 
hearing  is  required  by  statute,  the  excep¬ 
tion  can  be  interpreted  as  not  covering 
matters  governed  by  section  507(f)  of 
the  act.  The  Commissioner  notes,  how¬ 
ever,  that  this  ansdysis  applies  to  any 
action  to  issue,  amend,  or  revoke  an  anti¬ 
biotic  drug  relation,  without  regard  to 
whether  the  action  deals  with  an  im¬ 
minent  hazard  to  the  public  health  or  im¬ 
poses  conditions  that  are  important  to 
the  public  health.  Section  430.20(b)(1) 
now  permits,  and  9  2.110Cc)  would  per¬ 
mit,  an  antibiotic  drug  regulation  to  be 
issued,  amended,  or  revoked  without  no¬ 
tice  and  opportunity  for  comment  in 
those  circumstances  where  the  regula¬ 
tion  is  technical  in  nature,  interested  per¬ 
sons  have  been  consulted,  and  there  are 
no  significant  points  of  controversy.  Ac¬ 
cepting  the  comment’s  contention  would 
require  that  notice  and  an  (^portunity 
to  comment  be  given  in  those  circum¬ 
stances  as  well  as  in  situations  involving 
a  public  health  problem. 

’The  Commissioner  does  not  believe 
that  this  is  the  only  legally  supportable 
result,  or  that  it  represents  sound  public 
policy.  He  therefore  concludes  that  there 
should  be  provision  for  issuing,  amend¬ 
ing,  or  revoking  antibiotic  drug  regula¬ 
tions  without  notice  or  a  delayed  effective 
date.  He  further  concludes  that  instead 
of  attempting  to  particularize  the  Ad¬ 
ministrative  Procedure  Act  requirement, 
he  should  revise  5  2.110(c)  to  reference 
S  2.10(e)  (1),  which  incorporates  the  re¬ 
quirement  by  terms.  ’This  will  also  make 
clear  that  post-publication  comments 
are  permissible  on  any  action  on  an  anti¬ 
biotic  drug  regulation  taken  without  no¬ 
tice  and  public  nrocedure. 

’The  Commissioner  notes  that  proposed 
§  430.20(b)  (2)  erroneously  cross-refer¬ 
ences  I  2.110(b)  (2)  instead  of  S  2.110(c), 
and  he  is  making  the  appropriate 
correction. 

3.  Comments  opposed  the  requirements 
under  §  2.112(a)  (5)  (21  CFR  2.112(a) 
(5) )  that  each  objection  for  which  a 
hearing  is  requested  include  a  detailed 
description  and  analysis  of  the  specific 
factual  information  intended  to  be  pre¬ 
sented  in  support  of  the  objection  if  a 
hearing  is  held.  ’The  submission  is  re¬ 
quired  to  include  copies  of  written  docu¬ 
ments  and  a  summary  of  the  nondocu¬ 
mentary  testimony  to  be  presented  by 
any  witnesses  reli^  upon.  One  comment 
asserted  that  these  requirements  cannot 
be  met  within  the  30  days  provided  by 
statute  to  request  a  hearing.  The  com¬ 
ment  said  that  witnesses  must  be  ob¬ 
tained,  interviewed,  and  evaluated  before 
testimony  can  be  summarized  in  accord¬ 
ance  with  the  proposed  regulation.  The 
comment  asserted,  in  addition,  that  a 
detailed  description  and  factual  analysis 
of  the  information  to  be  presented  could 
not  be  made  without  a  thorough  research 
of  the  relevant  documentary  evidence 
and  knowledge  of  the  testimony  to  be 
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presented  by  each  witness.  The  comment 
pointed  to  §  2.153(a)  (4)  (21  CPR  2.153 
(a)  (4) ),  which  states  that  the  director 
of  a  bureau  involved  in  a  hearing  is  re¬ 
quired  to  submit  “a  narrative  statement 
of  his  position  on  the  factual  issues  stated 
in  the  notice  of  hearing  and  the  type 
of  evidence  he  intends  to  introduce  in 
the  hearing  in  support  of  his  position.” 
The  comment  contrasted  this  require¬ 
ment  with  the  information  required  to  be 
submitted  by  a  person  requesting  a  hear¬ 
ing.  One  comment  maintained  that  an 
objection  should  be  sufBcient  to  justify 
a  hearing  if  it  states  only  that  a  proposed 
regulation  on  which  PDA  bears  the  bur¬ 
den  of  proof  is  unsupported  by  the  evi¬ 
dence. 

The  requirement  that  an  objection 
specify  the  factual  information  to  be  ad¬ 
vanced  in  its  support  is  intended  to  pro¬ 
vide  a  basis  for  determining  prima  facie 
whether  the  hearing  will  serve  any  useful 
purpose.  It  is  not  intended  to  limit  evi¬ 
dence  at  the  hearing  to  that  identified 
in  the  objection;  nor  is  it  intended  to 
impose  on  a  party  the  duty  of  putting 
his  case  together  in  final  form  as  a  pre¬ 
condition  to  justifying  his  right  to  pre¬ 
sent  it. 

Under  this  provision,  a  party  submit¬ 
ting  an  objection  must  identify  and  ana¬ 
lyze  only  that  quantum  of  factual  infor¬ 
mation  sufficient  to  allow  the  Commis¬ 
sioner  to  determine  that  a  hearing  is  jus¬ 
tified  in  accordance  with  the  criteria  set 
forth  in  §  2.113(b)  (21  CPR  2.113(b) ) .  If 
such  factual  information  can  be  described 
and  analyzed  without  identifying  specific 
documents  and  witnesses,  then  the  ob¬ 
jection  need  not  include  .such  documents 
or  summarize  the  testimony  of  named 
witnesses.  If,  however,  the  objection  as¬ 
serts  that  a  hearing  is  justified  because 
particular  documentary  or  testimonial 
evidence  demonstrates  the  existence  of  a 
factual  issue  requiring  a  hearing  pur¬ 
suant  to  §  2.113(b),  sufficient  evidence 
must  be  described  to  demonstrate  that 
the  assertion  is  well-founded. 

The  Commissioner  concludes  that  it  is 
not  unreasonable  to  expect  that  this  be 
done  within  30  days.  Regulations  to  which 
objection  may  be  made  are  preceded  by 
ample  notice  of  both  their  existence  and 
their  general  content.  That  the  specific 
provisions  of  a  regulation  are  not  known 
until  it  is  formally  issued  does  not  negate 
the  utility  of  such  advance  knowledge  in 
preparing  the  necessary  support  for  an 
objection.  The  detailed  description  and 
analysis  of  specific  factual  Information 
that  will  be  presented  at  a  hearing  does 
not  require  perfect  knowledge  of  all  pos¬ 
sibly  relevant  documentary  and  t^i- 
monial  evidence,  nor  its  exhaustive  pres¬ 
entation  in  a  lengthy  memorandum.  It 
requires  merely  that  the  objecting  party 
apprise  himself  in  sufficent  depth  of  the 
available  factual  information  to  enable 
him  to  demonstrate  that  there  exist  fac¬ 
tual  issues  meeting  the  criteria  in- §  2.113 
(b) .  The  Commissioner  anticipates  that 
in  most  cases  where  there  is  such  infor¬ 
mation,  the  objecting  party  will  have 
been  aware  of  it  long  before  the  issuance 
of  a  regulation. 
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There  is  no  inconsistency  between  the 
requirement  of  §  2.112(a)  (5)  for  the  sub¬ 
mission  by  an  objecting  party  of  a  de¬ 
tailed  analysis  and  description  of  specific 
factual  information  and  that  of  §  2.153 
(a)  (4)  (21  CPR  2.153(a)  (4) )  for  the  sub¬ 
mission  by  the  director  of  a  bureau  of  a 
narrative  statement  of  his  position  on  the 
factual  issues  and  the  type  of  evidence  he 
intends  to  introduce.  The  latter  require¬ 
ment  is  intended  to  assist  in  the  specifi¬ 
cation  and  narrowing  of  issues  after  a 
hearing  has  been  justified,  and  is  im¬ 
posed  equally  on  the  bureau  director  and 
the  other  participants  in  the  hearing. 
Once  a  hearing  has  been  set,  it  is  ex¬ 
pected  that  the  factual  issues  will  be 
elaborated  in  detail  by  operation  of  the 
procedures  set  forth  in  §§  2.150  through 
2.165  (21  CPR  2.150  through  2.165). 

Section  2.112(a)  (5)  is  intended  to  elic¬ 
it  a  showing  that  a  hearing  is  required 
at  all;  a  detailed  description  and  anal¬ 
ysis  of  the  specific  factual  information 
supporting  a  hearing  request  is  required 
to  achieve  that  purpose.  This  does  not 
work  an  injustice  on  those  who  object  to 
a  regulation.  The  agency  in  issuing  a 
regulation  has  already  provided  for  the 
record  factual  support  that  in  its  view  is 
sufficient  to  withstand  Judicial  review, 
and  stands  ready  to  defend  the  regula¬ 
tion  on  that  basis  without  further  pro¬ 
ceeding.  If  an  objecting  party  believes 
that  there  is  factual  information  that 
demonstrates  that  the  regulation  is  not 
adequately  supported  by  the  record  up 
to  that  point,  it  is  appropriate  to  re¬ 
quire  that  he  describe  and  ans^ze  it. 

The  Commissioner  does  not  agree  that 
an  objection  may  trigger  a  hearing  by 
stating  only  that  a  regulation  on  which 
the  agency  has  the  burden  of  proof  is 
unsupported  by  the  evidence.  Even  where 
the  agency  is  the  proponent  of  a  rule, 
the  fimction  of  a  hearing  is  nevertheless 
to  resolve  issues  of  fact.  If  the  agency  is 
prepared  to  defend  a  regulation  on  the 
basis  of  the  record  compiled  prior  to  its 
issuance,  it  would  be  meaningless  cere¬ 
mony  for  the  agency  to  hold  a  hearing 
for  the  sole  purpose  of  re-creating  that 
record.  The  Commissioner  cwicludes 
that  it  is  consonant  with  the  objectives 
of  the  formal  evidentiary  hearing  to  re¬ 
quire  a  party  who  wishes  one  to  justify 
his  request  by  delineating  the  factual 
information  to  be  developed  at  such  a 
hearing  that  would  influence  the  ulti¬ 
mate  outcome.  If  an  objecting  party  be¬ 
lieves  that  he  can  develop  such  informa¬ 
tion  without  himself  introducing  any 
documentary  or  testimonial  evidence,  he 
is  free  under  §  2.112(a)  (5)  to  explain 
how  this  may  be  done.  However,  he  must 
describe  and  analyze  such  information 
in  specifics  and  in  detail,  and  he  may 
not  rely  solely  on  conclusory  assertions 
that  the  agency’s  facts  will  be  seen  in  a 
wholly  different  light  as  the  result  of  a 
formal  evidentiary  public  hearing. 

4.  Comments  criticized  §  2.112(c), 
which  permits  the  Hearing  Clerk  to  note 
deficiencies  in  an  objection  or  a 'request 
for  hearing  and  to  return  the  objection 
to  the  filer,  and  which  requires  any  de¬ 
ficiency  so  noted  to  be  corrected  within 
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the  original  30-day  period  provided  by 
statute  for  the  filing  of  objections  and 
requests  for  hearing.  The  comments  op¬ 
posed  this  provision  on  the  ground  that 
it  could  operate  to  deprive  a  party  of  his 
right  to  a  hearing  because  of  a  technical 
defect  in  his  request.  The  comments  as¬ 
serted  that  denying  a  hearing  because  a 
request  is  technically  deficient  without 
providing  the  party  requesting  the  hear¬ 
ing  an  opportunity  to  correct  the  de¬ 
ficiency  is  arbitrary.  Two  comments  sug¬ 
gested  that  the  party  filing  the  request 
for  hearing  be  granted  a  period  of  10 
days  after  receipt  of  the  notice  of  defect 
within  which  to  correct  the  deficiency, 
regardless  whether  that  period  falls  be¬ 
yond  the  30-day  period  within  which  a 
hearing  must  be  requested.  Another 
comment  suggested  that  the  regulations 
should  permit  supplemental  material  to 
be  filed  at  any  time  prior  to  the  Commis¬ 
sioner’s  ruling  on  the  objections  and  re¬ 
quests  for  hearing. 

Although  rigid  adherence  to  the  re¬ 
quirements  of  this  and  other  provisions 
of  the  regulations  is  necessary  to  the 
orderly  fimctioning  of  the  administrative 
process,  the  Commissioner  does  not  in¬ 
tend  that  important  rights  be  forfeited 
for  minor  t^hnical  irregularities.  So 
long  as  it  is  apparent  on  the  face  of  the 
submission  that  a  good  faith  attempt  has 
been  made  to  meet  the  requirements  for 
objections  and  requests  for  hearings,  and 
any  deficiency  noted  is  promptly  cor¬ 
rected,  the  objection  or  request  for  hear¬ 
ing  will  be  accepted  for  filing. 

In  the  event  of  an  omission  of  critical 
information  from  an  objection  and  re¬ 
quest  for  hearing  on  a  regulation  that  is 
not  corrected  within  the  30-day  time  pe¬ 
riod  specified  in  §  2.110(e),  the  Commis¬ 
sioner  will  entertain  a  request  to  receive 
the  information  upon  a  showing  that  its 
omission  was  inadvertent  and  hardship 
would  result  if  it  were  not  received,  and 
if  acceptance  of  the  Information  would 
not  impede  review  of  the  objection  and 
request  for  hearing.  Omission  of  infor¬ 
mation  from  requests  for  hearing  pur¬ 
suant  to  section  505  (d)  or  (e) ,  512  (d) , 
(e),  (m)(3),  or  (m)  (4)  of  the  act  21 
U.S.C.  355  (d)  or  (e),  360b  (d),  (e), 
(m)  (3)  or  (m)(4),  or  section  351(a)  of 
the  Public  Health  Service  Act  (42  U.S.C. 
262(a)),  involving  the  issuance,  amend¬ 
ment,  or  revocation  of  an  order,  may  be 
corrected  in  accordance  with  other  ap¬ 
plicable  provisions  of  21  CPR  Chapter  I 
(e.g.,  §319.200(0(4)  (21  CPR  319.200 
(c)  (4)).  It  would  be  impractical  to  per¬ 
mit  supplementation  at  any  time  prior  to 
the  Commissioner’s  ruling  on  an  objec¬ 
tion  or  request  for  hearing,  for  the  Com¬ 
missioner  would  then  be  required  to  defer 
his  ruling  whenever  supplemental  mate¬ 
rial  was  received.  This  would  seriously 
disrupt  the  process  of  ruling  on  objec¬ 
tions  and  requests,  would  frustrate  ef¬ 
forts  of  persons  to  respond  in  support  of 
denial  of  a  hearing,  and  could  prolong 
action  indefinitely. 

The  Commissioner  concludes  that  the 
mandatory  30-day  time  period  for  filing 
objections  and  requests  for  hearing 
works  no  undue  hardship,  and  should  not 
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be  changed.  However,  §  2.110(e)  has  been 
modified  to  state  that  the  Commissioner 
may  exercise  his  discretion  in  the  man¬ 
ner  described  above. 

5.  Comments  opposed  the  provisions  of 
§  2.113  setting  forth  threshold  require¬ 
ments  to  be  met  before  a  formal  evi¬ 
dentiary  hearing  will  be  granted.  The 
comments  asserted  that  these  prerequi¬ 
sites,  particularly  §  2.113(b)  (2)  and  (i), 
require,  in  effect,  that  a  party  requesting 
a  hearing  prove  conclusively  in  his  re¬ 
quest  that  he  will  prevail  if  a  hearing  is 
granted.  They  contended  that  the  regu¬ 
lations  ascrite  to  the  agency  the  function 
of  determining  the  weight  and  credibility 
of  relevant  evidence  in  advance  of  the 
hearing,  which,  the  comments  said,  was 
an  integral  part  of  the  fact-finding  proc¬ 
ess  and  should  not  be  relegated  to  a  pre- 
hearing  screening  procedure.  One  com¬ 
ment  stated  that  whether  an  issue  “is 
capable  of  being  resolved  by  available 
and  specifically  identified  reliable  evi¬ 
dence”  can  only  be  determined  at  a  hear¬ 
ing.  Several  comments  referred  to  recent 
court  decisions  supposedly  critical  of 
PDA’s  failure  to  hold  hearings  in  partic¬ 
ular  proceedings. 

The  requirements  in  §  2.113(b)  are  in¬ 
tended  to  establish  whether  a  formal 
evidentiary  public  hearing  will  advance 
the  administrative  process  by  resolving 
factual  issues  that  are  material  to  the 
Commissioner’s  decision  on  an  order  or 
regulation.  Thus,  if  the  state  of  scientific, 
medical,  or  technical  knowledge  is  such 
that  there  is  no  reasonable  likelihood 
that  the  grounds  for  an  objection  can 
be  established,  then  it  is  pointless  and 
wasteful  of  public  resources  to  conduct  a 
formal  evidentiary  public  hearing  on  the 
off  chance  that  the  requisite  information 
may  be  found  to  exist.  If  an  objection  is 
capable  of  resolution,  it  should  not  be  dif¬ 
ficult  for  a  person  to  identify  and  analyze 
the  specific  factual  information  that  will 
lead  to  that  result;  if  the  person  is  unable 
to  identify  such  information  at  the  time 
he  submits  an  objection,  it  is  unrealistic 
to  assume  that  he  will  be  able  to  do  so 
at  some  later  stage. 

Similarly,  it  serves  no  useful  purpose 
to  convene  a  formal  evidentiary  public 
hearing  to  resolve  an  issue  of  fact  that  is 
immaterial  to  the  Commissioner’s  deci¬ 
sion.  If  a  factual  question  exist  the  an¬ 
swer  to  which  would  arguably  influence 
that  decision,  it  is  reasonable  to  require 
that  its  bearing  be  made  apparent  in  the 
objection  or  request  for  hearing. 

Evaluation  of  an  objection  or  request 
for  hearing  in  relation  to  the  require¬ 
ments  of  §  2.113(b)  does  not  involve  de¬ 
termining  the  weight  and  credibility  of 
relevant  evidence:  it  involves  determin¬ 
ing  whether  there  are  factual  issues  to  be 
resolved  at  a  hearing.  The  regulation 
makes  clear  that  establishing  the  validity 
of  the  data  and  information  identified  in 
an  objection  or  request  for  hearing  is  the 
function  of  the  hearing,  not  of  the  de¬ 
scription  and  analysis  contained  in  the 
objection  or  request.  The  reference  in 
S  2.113(b)  (2)  to  the  need  to  identify  “re¬ 
liable”  evidence  is  intended  to  require 
that  there  be  some  showing  that  evidence 
to  be  presented  at  a  hearing  does  not  fall 


below  minimum  criteria  of  acceptability, 
e.g.,  it  does  not  involve  testimonials  from 
patients  in  a  hearing  on  the  withdrawal 
of  a  new  drug  application;  the  reference 
does  not  imply  that  the  Commissioner 
is  authorized  prior  to  a  hearing  to  weigh 
evidence  or  assess  the  credibility  of  wit¬ 
nesses.  It  is  therefore  incorrect  that  an 
objection  or  hearing  request  must  con¬ 
clusively  prove  that  the  party  submitting 
it  will  prevail  at  a  hearing;  rather,  it 
must  show  only  that  there  exist  factual 
issues  whose  resolution  is  material  to 
the  outcome  of  the  proceeding. 

The  court  cases  cited  in  the  comments 
do  not  relate  to  the  requirements  set 
forth  in  S  2.113(b).  Hess  &  Clark,  Divi¬ 
sion  of  Rhodia,  Inc.  v.  FDA,  495  F.  2d 
975  (D.C.  Cir.  1974),  and  Sterling  Drug 
V.  Weinberger,  503  F.  2d  675  (2d  Cir. 
1974),  were  cases  in  which  the  courts 
foimd  that  notice  adequate  to  justify 
summary  disposition  of  a  hearing  re¬ 
quest  had  not  been  given.  Accordingly, 
the  cases  held  that  a  hearing  was  neces¬ 
sary  to  resolve  issues  relating  to  the  basis 
for  FDA’s  decision.  Section  2.113(b)  pre¬ 
supposes  the  existence  of  adequate  prior 
notice  of  the  basis  for  the  action  pro¬ 
posed,  either  as  elsewhere  specified  in 
Chapter  I  of  Title  21  (e.g.,  §  314.200  (21 
CFR  314.200) ) ,  or  in  the  form  of  the  reg¬ 
ulation  to  which  objection  is  made.  Edi¬ 
son  Pharmaceutical  Co.  v.  FDA,  513  F. 
2d  1063  (D.C.  Cir.  1975) ,  was  cited  in  a 
comment  as  support  for  an  alleged  bias 
of  FDA  against  holding  hearings.  A  ma¬ 
jority  of  the  Court  of  Appeals,  in  a  state¬ 
ment  at  517  F.  2d  164  responding  to  a 
petition  for  rehearing  en  banc,  explained 
that  the  type  of  submission  supporting 
the  hearing  request  denied  in  that  case 
was  inadequate,  and  that  ordinarily 
FDA’s  action  would  have  been  fully  justi¬ 
fied.  Only  the  unique  circumstances  sur¬ 
rounding  the  prior  dealings  between  the 
parties  involved  in  that  litigation  made 
a  hearing  advisable.  The  Commissioner 
is  not  biased  against  holding  hearings. 
However,  he  is  opposed  to  holding  a  hear¬ 
ing  that  can  serve  no  useful  purpose. 

6.  Comments  objected  to  the  establish¬ 
ment  of  threshold  requirements  to  be 
met  by  persons  requesting  a  hearing  vm- 
der  section  701(e)  of  the  act  (21  U.S.C. 
371(e)).  The  comments  asserted  that 
section  701(e)  of  the  act  provides  for  an 
absolute  right  to  a  hearing  whenever  any 
person  adversely  affected  by  an  order 
files  objections  to  it  “stating  the  grounds 
therefor.”  One  comment  stated  that 
there  is  some  judicial  precedent  to  sup¬ 
port  summary  denial  of  a  request  for 
hearing  in  the  case  of  regulations  pro¬ 
mulgated  under  statutes  allowing  an  “op¬ 
portunity  for  hearing”  or  requiring  that 
“reasonable  grounds”  for  a  hearing  be 
stated,  but  none  in  the  case  of  a  statute 
with  language  such  as  that  of  section 
701(e)  of  the  act.  ’The  comment  stated 
that  it  was  the  intent  of  Congress  that 
any  member  of  the  public  should  be 
able,  simply  by  requesting  a  hearing,  to 
force  the  agency  to  state,  subject  to 
cross-examination,  the  basis  for  its  or¬ 
der.  Another  cMnment  stated  that  a  re¬ 
quest  for  hearing  under  section  701(e) 
may  be  denied  only  in  two  situations. 


The  first  would  be  when  the  objection 
on  its  face  is  a  nullity  because  it  asks 
the  agency  to  take  action  it  plainly  has 
no  authority  to  take.  The  second  situa¬ 
tion  would  be  when  the  objection  relates 
exclusively  to  the  agency’s  legal  author¬ 
ity  to  take  the  action  proposed,  so  that 
the  factual  basis  for  the  proposed  action 
is  irrelevant  to  the  objection. 

The  Commissioner  disagrees  that  he 
lacks  authority  to  establish  reasMiable 
threshold  requirements  for  a  formal  evi¬ 
dentiary  public  hearing  on  a  regulation 
proposed  pursuant  to  section  701(e)  of 
the  act.  liie  proposition  that  the  avail¬ 
ability  of  a  statutory  hearing  procedure 
to  resolve  factual  issues  establishes  an 
absolute  right  to  a  formal  evidentiary 
public  hearing  upon  request  was  ad¬ 
vanced  and  rejected  in  the  1973  Supreme 
Court  cases.  Weinberger  v.  Hynson,  West- 
cott  <fe  Dunning,  Inc.,  412  U.S.  609,  620- 
621  (1973) .  The  Court’s  decision  uphold¬ 
ing  the  agency’s  authority  to  go  behind 
a  hearing  request  to  determine  whether 
there  is  a  genuine  and  substantial  issue 
requiring  a  hearing  did  not  turn  on  the 
presence  or  absence  of  a  term  like  “op¬ 
portunity  for  hearing”  or  “reasonable 
grounds.”  Rather,  it  was  based  on  the 
fundamental  purpose  of  an  evidentiary 
hearing  to  resolve  material  issues  of  fact, 
and  recognized  that  efficient  administra¬ 
tion  of  the  agency’s  responsibilities  re¬ 
quires  that  a  person  who  wishes  a  hear¬ 
ing  make  a  threshold  showing  that  such 
purpose  can  be  achieved. 

’This  consideration  applies  equally  to 
hearings  on  denial  or  withdrawal  of  new 
drug  applications  and  to  hearings  on 
regulations  proposed  pursuant  to  section 
701(e)  of  the  act.  The  Commissioner  dis¬ 
agrees  that  the  language  used  in  section 
701(e)  of  the  act,  or  its  legislative  his¬ 
tory,  distinguish  it,  with  respect  to  his 
authority  to  require  a  threshold  showing, 
from  other  provisions  of  the  act  provid¬ 
ing  for  hearings.  Section  701(e)  (2)  of 
the  act  states  that  a  person  who  will  be 
adversely  affected  by  a  regulation  must 
file  objections  “specifying  with  par¬ 
ticularity  the  provisions  of  the  order 
deemed  objectionable,  [andl  stating  the 
grounds  therefor.”  This  requirement  is 
made  more  specific  in  §  2.112(a)  (5)  (21 
CFR  2.112(a)(5)),  which  states  that  an 
objection  must  contain  a  detailed  de¬ 
scription  and  analysis  of  the  specific 
factual  information  supporting  each  ob¬ 
jection.  Section  701(e)(3)  of  the  act 
states  that  the  Conunissioner  “shall  hold 
such  a  public  hearing  for  the  purpose  of 
receiving  evidence  relevant  and  mate¬ 
rial  to  the  issues  raised  by  such  objec¬ 
tions.”  That  purpose  cannot  be  realized 
if  there  is  no  evidence  relevant  and  ma¬ 
terial  to  the  issues  raised,  or  if  the  issues 
that  are  raised  are  themselves  immate¬ 
rial  to  the  Commissioner’s  decision  on 
the  regulation  to  which  objection  is 
made. 

It  is  true  that  authority  to  test  objec¬ 
tions  against  a  standard  based  on  the 
purpose  of  a  formal  evidentiary  public 
hearing,  and  to  condition  the  right  to  a 
hearing  on  meeting  that  test,  is  not  ex¬ 
plicit  in  section  701(e)  of  the  act.  How¬ 
ever,  neither  is  it  explicit  in  section  505 
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(d)  and  (e)  of  the  act,  nor  in  other 
statutory  hearing  provisions  that  the 
courts  have  held  may  be  the  subject  of 
threshold  requirements  (see,  e.g.,  FPC  v. 
Texaco,  377  U  S.  33,  39  (1964)  section  7 
of  the  National  Gas  Act  (15  U.S.C. 
717f) ).  It  is  clear  from  the  decisions  in¬ 
terpreting  these  provisions  that  such  au¬ 
thority  is  found  not  in  the  specific  statu¬ 
tory  language  used  but  in  the  need  for 
a  mechanism  that  assures  that  holding 
an  evidentiary  hearing  will  serve  the 
purpose  for  which  it  is  provided  rather 
than  waste  public  resources.  To  the  ex¬ 
tent  that  the  words  of  the  statute  offer 
guidance  on  the  point,  however,  the  pre¬ 
cise  description  in  section  701(e)  (2)  and 
(3)  of  the  act  of  the  obligation  of  the 
objecting  party  to  state  the  grounds  for 
his  objection,  and  of  the  purpose  of  the 
hearing  to  receive  evidence  “relevant 
and  material”  to  the  issues  raised,  es¬ 
tablishes  the  authority  for  threshold 
requirements  even  more  certainly  than 
does  the  more  cursory  language  of  sec¬ 
tion  505  (d)  and  (e)  of  the  act,  which 
the  Supreme  Court  in  Weinberger  v. 
Hynson,  Westcott  &  Dunning,  Inc.,  412 
U.S.  609  (1973),  held  was  sufficient. 

The  legislative  history  of  section  701 
(e)  of  the  act  is  not  to  the  contrary. 
Summary  descriptions  in  that  history  of 
the  manner  in  which  the  provision 
would  operate  that  merely  reiterate  the 
unqualified  language  of  the  statute  do 
not  negate  the  substantial  case  law 
recognizing  that  the  right  to  an  eviden¬ 
tiary  hearing  Ls  subject  to  a  threshold 
test  that  there  be  something  to  hear.  The 
addition  of  a  notice-and-comment  pro¬ 
cedure  to  section  701(e)  of  the  act  was 
designed  to  eliminate  the  need  for  going 
through  the  procedures  for  a  formal 
hearing  to  promulgate  a  regulation,  or 
a  part  of  a  regulation,  that  no  one  op¬ 
poses.  It  was  not  intended  to  require  a 
formal  evidentiary  public  hearing  on  a 
controversial  regulation  when  no  purpose 
would  be  served. 

That  scmieone  objects  to  a  regulation 
does  not  establish  that  there  are  also 
relevant  and  material  factual  issues  to  be 
resolved  at  an  evidentiary  hearing.  This 
is  confirmed  by  Pfizer,  Inc.  v.  Richard¬ 
son,  434  P.  2d  536  (2d  Cir.  1970) ,  in  which 
the  court  upheld  the  imposition  of 
threshold  requirements  for  a  hearing  un¬ 
der  section  507(f)  of  the  act,  after  which 
the"  revised  version  of  section  701(e)  of 
the  act  is  patterned.  The  Commissioner 
is  unpersuaded  that  minor  variations  in 
the  language  of  various  hearing  provi¬ 
sions  (use  of  “reasonable  grounds”  in 
sections  507(f)  and  701(e)(1)  and 
“groimds”  in  section  701(e)(2))  repre¬ 
sent  a  congressional  judgment  in  favor 
of  an  unconditional  right  to  a  formal 
evidentiary  public  hearing  under  section 
701(e)  (3)  of  the  act.  If  they  did,  it  would 
follow  that  wholly  Irrelevant  “grounds” 
would  trigger  a  hearing  under  the  latter 
provision,  which  the  comment  itself  rec¬ 
ognizes  is  an  untenable  result. 

The  Commissioner  does  not  believe 
that  the  purpose  of  section  701(e)  of  the 
act  Is  to  require  the  agency,  upon  request, 
to  hold  a  formal  evidentiary  public  hear¬ 
ing  solely  to  set  forth  its  position,  sub¬ 


ject  to  cross-examination.  Were  that  the 
intent  of  Congress,  there  would  be  no  re¬ 
quirement  that  a  person  specify  the 
grounds  supporting  an  objection.  More¬ 
over,  by  the  time  objections  are  filed,  the 
agency  will  already  have  set  forth  the 
factual  basis  for  a  proposed  regulation 
pursuant  to  section  701(e)  (1)  of  the  act. 
To  insist  that  this  process  be  rendered 
meaningless  simply  because  there  is  still 
opposition  to  the  regulation,  and  that  the 
record  be  re-created  subject  to  cross- 
examination,  is  contrary  to  the  purpose 
of  that  provision  to  limit  ttie  circum¬ 
stances  in  which  a  more  formal  proceed¬ 
ing  is  necessary. 

The  Ccxnmissioner  recognizes  that  in 
appropriate  circiunstances  an  objection 
otherwise  meeting  the  requirements  of 
§  2.112(a)  (5)  can  justify  a  hearing  on 
specific  factual  issues  on  which  cross- 
examination  might  reasonably  be  ex¬ 
pected  to  produce  a  diffo'ent  result.  Un¬ 
supported  assertions  that  cross-examina¬ 
tion  by  itself  will  vitiate  the  factual  basis 
for  a  proposed  regulation,  however,  are 
insufficient.  It  would  be  highly  unusual 
if  the  sole  source  of  information  contro¬ 
verting  that  already  present  in  the  rec¬ 
ord  consisted  of  testimony  of  the  indi¬ 
viduals  responsible  for  developing  it.  It 
would  be  rarer  still  if  a  contrary  state 
of  facts  would  be  established,  solely  as 
a  result  of  their  cross-examination,  as 
being  more  likely  than  the  one  appear¬ 
ing  in  the  record  developed  in  connec¬ 
tion  with  the  notice-and-comment  phase 
of  the  proceeding.  A  strong  showing  will 
therefore  be  required  to  jiistif y  a  hearing 
on  the  basis  of  an  objection  based  solely 
or  primarily  on  the  likely  outcome  of 
'  cross-examination. 

The  Commissioner  agrees  with  the 
c(Mnment  that  a  request  for  a  formal  evi¬ 
dentiary  public  hearing  may  be  denied 
where  the  objection  asks  for  action  be¬ 
yond  the  agency’s  authority  or  relates 
exclusively  to  its  legal  authority,  but  he 
disagrees  that  these  exhaust  the  circum¬ 
stances  imder  which  he  may  deny  a  hear¬ 
ing  request.  As  explained  above,  author¬ 
ity  clearly  exists  to  deny  an  evidentiary 
hearing  for  failure  to  demonstrate,  in 
accordance  with  reas(mable  threshcdd 
requirements,  that  it  will  serve  any  pur¬ 
pose. 

7.  One  comment  opposed  the  distinc¬ 
tion  in  §  2.113(b)  (1),  which  would  limit 
hearings  to  issues  of  “fact”  as  opposed  to 
“policy  or  law.”  The  comment  stated  that 
the  issues  in  any  proceeding  would  al¬ 
most  inevitably  include  mixed  issues  of 
fact,  law,  and  policy.  As  an  example,  the 
comment  questioned  when  expert  opinion 
constitutes  a  matter  of  fact  and  when  it 
speaks  to  matters  of  policy. 

The  Commissioner  does  not  agree  that 
difficulty  in  identifying  various  tirpes  of 
issues  justifies  abandonnig  the  effort  to 
do  so.  Often  in  rule  making  proceedings, 
it  is  clear  from  the  face  of  a  conunent  or 
objection  that  it  expresses  solely  a  dis¬ 
agreement  over  policy  or  legal  interpre¬ 
tation.  Where  dispute  over  factual  mat- 
fprs  are  also  included,  it  is  generally  pos¬ 
sible  to  isolate  those  Issues.  If  a  par¬ 
ticular  matter  involves  “mixed”  i.'=sues  of 
fact,  law,  and  policy,  then  a  hearing 
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would  be  necessary  to  resolve  the  factual 
issues,  and  questions  about  the  scope  of 
those  factual  issues  can  be  handled  in 
connection  with  subsequent  proceedings. 

8.  One  comment  opposed  §  2.113(b) 
(2),  which  would  require  that  an  issue 
upon  which  a  heari^  is  requested  be 
“capable  of  being  resolved  by  available 
and  specifically  identified  reliable  evi¬ 
dence.”  The  comment  stated  that  the  re¬ 
quirement  that  the  evidence  be  “avail¬ 
able”  appears  to  be  inconsistent  with  the 
statonent  in  §  2.112(a)  (5)  that  the  sub¬ 
mission  of  certain  evidence  with  an  ob¬ 
jection  and  request  for  hearing  does  not 
limit  the  evidence  that  may  be  presented 
if  a  hearing  is  granted. 

The  comment  is  correct  in  stating  that 
to  justify  a  hearing,  evidence  must  be 
“available”  at  the  time  the  objection  is 
submitted  and  ruled  upon:  A  formal  evi¬ 
dentiary  public  hearing  will  not  be 
granted  bsised  on  unsupported  assertions 
that  the  requesting  party  will  make  his 
case  in  that  forum.  However,  only  as 
much  evidence  as  is  necessary  to  justify 
a  hearing  need  be  available  when  the  re¬ 
quest  is  made;  once  the  request  is 
granted,  any  additional  relevant  and 
probative  evidence  may  be  introduced  at 
the  hearing. 

9.  One  comment  stated  that  the  Su¬ 
preme  Court  in  Weinberger  v.  Hynson, 
Wescott  A  Dunning,  Inc.,  412  U.S.  609 
(1973),  ruled  that  regulations  establish¬ 
ing  threshold  requirements  for  a  hearing 
must  be  precisely  drawp,  and  that  quali¬ 
tative  standards  such  as  “adequate”  and 
“siiitable”  do  not  lend  themselves  to  a 
clear-cut  definition.  The  comment  as¬ 
serted  that  the  proposed  regulations  con¬ 
tain  terms  that  are  equally  qualitative. 
Section  2.113(b)  (2)  requires  the  agency 
to  determine  whether  evidence  proffered 
is  “reliable.”  Section  2.113(b)  (3)  and  (4) 
requires  the  agency  to  determine 
whether  the  evidence  is  “adequate”  to 
justify  the  action  requested. 

The  Commissioner  advises  that  rejec- 
ticm  of  a  hearing  request  is  permissible 
under  §  2.113(b)  (2)  and  (3)  only  if  the 
request  fails  on  its  face  to  provide  the  re¬ 
quired  information.  For  example,  if  a 
request  identifies  evidence  that  would 
constitute  acceptable  support  for  a  fac¬ 
tual  propositimi  if  established  at  a  hear¬ 
ing.  then  the  factual  issue  to  which  it 
relates  will  have  been  shown  to  be 
capable  of  resolution  by  “reliable”  evi¬ 
dence  within  the  meaning  of  §  2.113(b) 
(2) .  The  Commissioner  will  not,  in  ruling 
upon  a  request,  attempt  to  determine 
whether  the  evidence  identified  is  cred¬ 
ible  or  sufficient,  merely  that  it  is  not 
such  that  even  if  it  were  established  it 
would  have  to  be  disregarded.  The  word 
“adequate”  in  §  2.113(b)  (3)  and  (4)  is 
precise  in  context.  Thus,  assuming  that 
the  data  and  information  identified  in 
the  objection  are  established  at  a  hear¬ 
ing,  if  they  would  not  require  a  different 
decision  on  a  regulation  or  underlying 
factual  premise,  then  thev  are  inargu- 
ably  not  “adeouate”  to  justify  a  hearing 
the  only  purpose  of  which  is  to  consider 
changine  the  proposed  regulation. 

The  Commissioner  does  not,  in  making 
this  kind  of  determination  intend  to  eval- 
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uate  the  probative  value  of  the  evidence 
identified  in  the  objection  in  relation  to 
the  factual  proposition  it  is  offered  to 
support;  he  intends  to  accept  the  factual 
proposition  as  established,  and  then  de¬ 
cide  whether  it  justifies  the  result  urged 
in  the  objection.  While  this  may  involve 
the  exercise  of  “judgment,”  it  js  judg¬ 
ment  not  about  factual  issues  that  are 
subject  to  the  hearing,  but  about  issues 
relating  to  matters  of  law  and  policy. 

10.  Comments  objected  to  §  2.113(b) 
(5)  as  it  deals  with  over-the-counter 
(OTC)  drugs.  The  regulation  states  that 
a  hearing  will  be  denied  with  respect  to 
withdrawal  of  approval  of  a  new  drug 
application  (NDA)  that  is  not  in  compli¬ 
ance  with  an  applicable  OTC  drug  mono¬ 
graph  on  the  ground  that  the  procedure 
is  to  petition  for  an  amendment  or  waiver 
of  the  regulation  involved.  The  comments 
stated  that  the  rule  making  apnroach 
ignores  the  distinction  between  the  is¬ 
sue  determined  by  the  rule  making  pro¬ 
ceeding,  i.e.,  general  recognition  of  safety 
and  effectiveness,  and  the  matters  at 
issue  in  the  proceeding  to  withdraw  ap¬ 
proval  of  an  NDA  imder  section  505(e) 
of  the  act.  The  comments  asserted  that 
an  OTC  monograph  has  no  effect  in  the 
case  of  OTC  drugs  that  are  the  subject 
of  approved  NDA’s,  since  the  continued 
marketing  of  those  drugs  does  not  de¬ 
pend  on  their  general  recognition  as  safe 
and  effective,  but  rather  on  their  ap¬ 
proval  as  new  drugs.  The  comments  as¬ 
serted  that  under  the  requirements  of 
section  505(e)  of  the  act  pertaining  to 
the  withdrawal  of  an  NDA,  the  required 
findings  pertain  to  actual  evidence  of 
safety  and  effectiveness  and  not  to  gen¬ 
eral  recognition  of  safety  and  effective¬ 
ness.  One  comment  stated  that  there 
should  be  a  right  to  a  formal  evidentiary 
public  hearing  on  the  question  whether 
a  drug  conforms  to  a  monograph. 

The  Commissioner  advises  that  he 
does  not  intend  to  preclude  the  right  to 
request  and  justify  a  formal  evidentiary 
public  hearing  pursuant  to  §  314.200(d) 
on  the  proposed  withdrawal  of  approval 
of  an  NDA  for  an  OTC  drug.  The  regula¬ 
tion  merely  makes  clear  that,  with  re¬ 
spect  to  effectiveness,  if  a  drug  does  not 
comply  with  the  aoplicable  monograph 
and  the  NDA  holder,  in  response  to  a 
notice  of  opportunity  for  hearing  on  the 
proposed  withdrawal  of  the  NDA,  fails  to 
submit  evidence  of  effectiveness  meeting 
the  requirements  of  1314.111(a)(5)  (21 
CPR  314.111(a)(5)),  a  formal  evidenti¬ 
ary  public  hearing  on  the  proposed  with¬ 
drawal  will  not  have  been  justified.  This 
result  is  not  subject  to  dispute  in  light  of 
Weinberger  v.  Hynson,  Westcott  &  Dun¬ 
ning,  Inc.,  412  U.S.  609,  and  its  compan¬ 
ion  cases,  and  is  not  an  innovation  of 
these  regulations. 

This  does  not  mean  that  the  resolution 
of  particular  issues  in  the  OTC  drug 
monograph  proceeding  will  have  no  ef¬ 
fect  in  a  subsequent  proceeding  on'  the 
withdrawal  of  an  NDA  for  an  OTC  drug 
covered  by  that  monograph.  The  rela¬ 
tionship  between  issues  decided  in  the 
monograph  proceeding  and  those  raised 
in  a  proceeding  to  withdraw  an  NDA 
must  be  determined  in  context;  however, 


it  would  therefore  be  inappropriate  to 
elaborate  on  the  matter  in  these 
regulations. 

The  Commissioner  disagrees  that  the 
question  whether  an  OTC  drug  conforms 
to  a  particular  monograph  should  be  re¬ 
solved  in  a  formal  evidentiary  public 
hearing,  although  it  is  within  the  Com¬ 
missioner’s  discretion  to  grant  such  a 
hearing  if  one  is  justified  by  the  circum¬ 
stances  of  the  case.  An  OTC  drug  mono¬ 
graph  is  intended  to  be  sufficiently  de¬ 
tailed  to  make  unnecessary  a  further 
proceeding  to  determine  whether  a  drug 
conforms  to  it.  The  Commissioner  is  pre¬ 
pared  to  issue  an  advisory  opinion  with 
respect  to  the  conformity  of  an  OTC  drug 
with  a  specified  monograph,  and  any  per¬ 
son  dissatisfied  with  the  opinion  would  be 
entitled  to  sue  in  court  for  an  order  de¬ 
claring  that  the  drug  is  generally  recog¬ 
nized  as  safe  and  effective  and  not  mis¬ 
branded  in  accordance  with  the  mono¬ 
graph  alleged  to  be  applicable. 

The  Commissioner  has  concluded  that 
it  is  unnecessary  to  give  specific  ex¬ 
amples  in  §  2.113(b)  (5),  and  has  ac¬ 
cordingly  deleted  the  discussion  con¬ 
cerning  OTC  drugs. 

11.  One  comment  objected  to  the  pro¬ 
vision  in  §  2.113(d)  that  would  permit 
the  Commissioner  to  serve  a  proposed 
order  denying  the  request  for  a  hear¬ 
ing  when  he  concludes  that  summary 
decision  should  be  considered.  The  com¬ 
ment  contended  that  where  the  kind  of 
evidence  proffered  is  sufficient  to  raise 
a  genuine  factual  question,  however  ten¬ 
uous,  a  hearing  should  be  granted.  The 
comment  stated  that  where  there  is  un¬ 
certainty  whether  the  evidence  raises  a 
genuine  factual  question,  a  hearing' 
should  be  granted  since  the  uncertainty 
can  only  be  resolved  at  the  hearing 
itself.  • 

The  Commissioner  advises  that  the 
purpose  of  serving  a  proposed  order 
denying  a  hearing  is  not  to  resolve  un¬ 
certain  factual  questions  but  to  dispel 
uncertainty  about  whether  there  are 
genuine  factual  questions  to  resolve. 
Such  uncertainty  may  result  from,  for 
example,  the  manner  in  which  an  ob¬ 
jection  is  worded  or  the  failure  to  raise 
and  discuss  an  issue  that  would  appear 
to  be  justified  by  the  underlying  factual 
information.  In  such  cases,  there  must 
be  a  means  for  the  Commissioner  to 
solicit  further  response  that  makes 
clear  what  the  person’s  position  is.  If 
that  response  discloses  the  existence  of 
a  genuine  factual  issue,  a  hearing  will 
be  held.  The  Commissioner  disagrees 
that  uncertainty  about  whether  there 
is  something  to  be  heard  can  be  resolved 
only  at  a  hearing.  The  matter  should  be 
settled  before  convening  a  hearing,  and 
serving  a  proposed  order  is  an  efficient 
and  expeditious  means  of  doing  so. 

12.  One  comment  stated  that  time 
limits  should  be  imoosed  both  upon  the 
Commissioner’s  determination  that  a 
hearing  is  or  is  not  justified,  and  upon 
his  preparation  of  a  tentative  regulation. 

The  Commissioner  concludes  that  it 
w'ould  be  impractical  and  not  in  the 
public  interest  to  establish  fixed  time 
limits  on  making  such  determinations 


or  taking  action  after  the  conclusion  of 
a  hearing.  Many  significant  matters  are 
pending  before  the  agency  at  a  given 
time,  and  it  is  necessary  to  allocate  and 
reallocate  administrative  resources  in 
accordance  with  often  rapidly  shifting 
public  priorities.  Setting  time  limits 
such  as  those  suggested  for  the  com¬ 
paratively  small  proportion  of  issues  in 
which  a  hearing  is  under  active  consid¬ 
eration  would  restrict  the  Commis¬ 
sioner’s  ability  to  respond  expeditiously 
to  other  matters  that  might  be  of  equal 
or  greater  importance. 

13.  Two  comments  questioned  the  lan¬ 
guage  of  S  2.114  (21  CFR  2.114),  which 
provides  that,  if  the  Commissioner  de¬ 
termines  to  modify  or  revoke  an  order  or 
regulation  upon  review  of  an  objection 
or  request  for  hearing,  further  requests 
and  objections  may  be  submitted  only  to 
such  modification  or  revocation,  and  not 
to  any  other  portion  of  the  order  or 
regulation.  The  comments  asserted  that 
the  regulation  is  miclear  regarding  the 
status  of  objections  and  requests  for 
hearing  in  response  to  the  original  order 
or  regulation  that  are  not  affected  by 
the  modification  or  revocation.  The 
comments  stated  that  the  language 
should  be  clarified  to  state  that  these 
objections  and  requests  for  hearing  re¬ 
main  effective  and  must  be  disposed  of 
by  the  Commissioner  prior  to  the  effec¬ 
tive  date  of  the  final  regulation. 

The  Commissioner  advises  that  the 
limitation  on  objections  and  requests  for 
hearing  filed  in  response  to  provisions 
in  a  regulation  or  order  that  are  modi¬ 
fied  or  revoked  is  not  intended  to  affect 
the  status  of  objections  and  requests 
previously  filed  in  relation  to  provi¬ 
sions  that  are  not  modified  or  revoked. 
Such  objections  and  requests  must  be 
handled  and  disposed  of  as  provided  in 
§  2.113,  and  §  2.114  has  been  modified 
to  make  this  clear. 

14.  One  comment  suggested  a  revision 
m  §  2.115(a)(1)  (21  CFR  2.115(a)(1)). 
which  requires  that  a  notice  denying  a 
hearing  in  whole  or  in  jiart  specify  in  de¬ 
tail  the  reasons  for  the  denial.  The  com¬ 
ment  suggested  that  the  notice  of  denial 
also  include  a  detailed  summary  of  the 
evidence  believed  by  FDA  to  support  the 
regulation  or  order.  The  comment  stated 
that  such  disclosure  is  required  by  §  2.- 
153(a)(4)  where  a  hearing  is  granted, 
and  is  also  required  by  statute  in  some 
instances,  e.g.,  section  505(e)  of  the  act 
relating  to  withdrawal  of  approval  of  an 
NDA.  The  comment  asserted  that  in¬ 
clusion  of  the  evidence  upon  which  the 
order  is  based  would  improve  the  scope  of 
the  administrative  record  where  an  ap¬ 
peal  is  taken,  and  it  might  also  serve 
to  avoid  appeals  in  some  cases  by  dis¬ 
closing  to  the  party  involved  not  only  the 
deficiencies  in  his  request  for  hearing 
but  the  evidence  that  would  be  advanced 
by  the  agency  if  a  hearing  were  granted 
on  appeal. 

The  Commissioner  advises  that  the 
evidence  supporting  a  proposed  regula¬ 
tion  or  order  will  ordinarily  have  been 
identified  and  discussed  in  detail  in  prior 
notices,  which  are  a  part  of  the  record 
of  the  administrative  proceeding  relating 
to  the  denial.  Thus,  §  2.115(b)  (1)  (i) 
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states  that  the  record  of  the  administra¬ 
tive  proceeding  relating  to  denial  of  a 
request  for  hearing  on  the  issuance, 
amendment,  or  revocation  of  a  regulation 
includes  all  of  the  documents  specified  in 
§  2.10(g).  Among  those  documents  are 
the  notice  of  proposed  rule  making  de¬ 
scribed  in  §  2.10(b)(1)  and  the  notice 
•promulgating  the  final  regulation  de¬ 
scribed  in  §  2.10(c).  The  notice  of  pro¬ 
posed  rule  making  must  include  a  pre¬ 
amble  summarizing  the  proposal  and  the 
facts  and  policy  underlying  it  as  stated  in 
§  2.10(b)  (1)  (ii),  and  references  to  all 
data  and  information  on  which  the  Com¬ 
missioner  relies  as  stated  in  §  2.10(b)  (1) 
(iii).  The  notipe  promulgating  a  final 
regulation  must  include  in  its  preamble 
the  Commissioner’s  conclusions  on  all 
comments  received  and  a  thorough  and 
comprehensible  articulation  of  the  rea¬ 
sons  for  the  Commissioner’s  decision  on 
each  issue  as  stated  in  §  2.10(c)  (3).  To¬ 
gether,  these  documents  should  provide 
a  more  than  adequate  record  of  the  basis 
for  the  Commissioner’s  decision  on  the 
regulation. 

Similarly,  §  2.115(b)  (2)  states  that  the 
record  of  the  administrative  proceeding 
relating  to  denial  of  a  request  for  hearing 
on  the  issuance,  amendment,  or  revoca¬ 
tion  of  an  order  includes  the  notice  of 
opportunity  for  hearing,  all  requests  for 
hearing,  and  the  notice  denying  the  re¬ 
quest.  In  accordance  with  other  appli¬ 
cable  provisions,  e.g.,  §  314.200,  the 
factual  basis  for  the  order  that  issues 
upon  denial  of  a  hearing  request  is  ex¬ 
plained  in  these  documents. 

The  Commissioner,  therefore,  con¬ 
cludes  that  it  is  unnecessary  to  require 
inclusion  in  the  notice  denying  a  request 
for  hearing  a  detailed  summary  of  the 
evidence  relied  upon  by  the  Commis¬ 
sioner  to  support  the  regulation  or  order 
on  which  a  hearing  is  requested.  The 
Commissioner  notes  that  the  disclosure 
required  of  a  bureau  director  by  §  2.153 

(a) (4),  where  a  hearing  has  been 
granted,  is  intended  to  apprise  other 
participants  in  the  hearing  of  the  direc¬ 
tion  and  content  of  the  bureau’s  case,  and 
thus  advance  the  course  of  the  hearing. 
Such  disclosure  serves  an  entirely  differ¬ 
ent  purpose  from  the  one,  contemplated 
by  the  comments,  of  facilitating  court  re¬ 
view  of  the  final  regulation  or  order,  a 
purpose  that  is  adequately  served  by  ex¬ 
isting  documents  in  the  record. 

15.  One  comment  stated  that  §2.115 

(b) ,  which  specifies  the  content  of  the 
record  on  appeal  in  cases  where  a  formal 
evidentiary  public  hearing  is  denied  or 
waived,  should  be  revised  to  include  all 
materials  relevant  to  the  proposed  rule 
or  order  that  the  agency  would,  be  re¬ 
quired  to  disclose  under  §  2.153  if  a  hear¬ 
ing  were  granted  on  the  proposal.  The 
comment  stated  that  this  would  require 
the  agency  to  include  in  the  record  any 
contrary  evidence  known  to  the  agency, 
which  would  facilitate  review  and,  in 
some  cases,  might  avoid  appeals. 

Th^  Commissioner  advises  that  factual 
information  that  both  supports  and  de¬ 
tracts  from  a  regulation  or  order  will  al¬ 
ready  be  a  part  of  the  record  at  the  time 
of  his  ruling  on  an  objection  or  request 
for  hearing.  The  Commissioner’s  action 


in  issuing,  amending,  or  revoking  a  reg¬ 
ulation  or  order  after  denying  a  request 
for  hearing  must  be  supported  by  the  rec¬ 
ord  developed  up  to  that  point;  the  rec¬ 
ord  includes  not  only  information  favor¬ 
able  to  the  action  filed  by  the  agency  but 
also  information  imfavorable  to  it  filed, 
both  in  comments  and  in  support  of  ob¬ 
jections,  by  persons  opposing  the  action. 
The  Commissioner’s  riding  on  a  request 
for  hearing  addresses  whether  there  is  an 
issue  of  fact  justifying  a  hearing,  and  not 
the  evidentiary  support  for  the  action 
proposed.  It  is  thus  not  an  appropriate 
vehicle  for  recapitulating  the  record  in 
extenso. 

The  Commissioner  notes  that  an  ob¬ 
jection  or  request  for  hearing  under 
§  2.112  is  not  required  to  include  infor¬ 
mation  unfavorable  to  the  position  being 
advanced.  If  the  Commissioner  were  re¬ 
quired  as  a  part  of  a  ruling  denying  a 
request  for  hearing  to  disclose  and  dis¬ 
cuss  all  information  in  its  files  contrary 
to  the  action  being  taken,  he  would  ex¬ 
pect  to  impose  a  similar  requirement  on 
persons  requesting  a  hearing  with  respect 
to  the  positions  taken  by  them  in  support 
of  their  request. 

16.  One  comment  opposed  §  2.115(d) 
(1),  which  describes  the  preconditions 
for  judicial  relief  pending  review  of  an 
order  denying  a  hearing,  on  the  ground 
that  the  subject  matter  is  beyond  the 
scope  of  agency  regulation.  The  com¬ 
ment  also  objected  to  §  2.115(d)  (3) , 
which  relates  to  waiver  of  the  right  to 
judicial  review,  and  to  §  2.190  (21  CFR 
2.190),  which  relates  to  review  of  the 
Commissioner’s  final  determination,  on 
the  same  ground. 

The  Commissioner  advises  that  these 
provisions  represent  his  interpretation 
of  what  the  law  requires  and  express  the 
position  FDA  will  take  in  any  court  pro¬ 
ceeding  relating  to  such  matters.  The 
Commissioner  believes  that  it  promotes 
orderly  procedure  for  the  agency’s  legal 
position  on  a  matter  to  be  made  clear  as 
an  integral  part  of  the  regulation  to 
which  it  pertains. 

17.  Comments  referred  to  §  2.115(d) 
(3),  which  states  that  the  period  for 
seeking  judicial  review  of  an  order  deny¬ 
ing  a  hearing  on  certain  issues  begins 
on  the  publication  date  of  such  order  re¬ 
gardless  whether  a  hearing  has  been 
granted  on  other  issues.  The  comments 
suggested  that  where  an  appeal  is  pend¬ 
ing  regarding  a  partial  denial  of  a  hear¬ 
ing,  the  hearing  not  be  concluded  until 
judicial  review  is  completed.  ’The  com¬ 
ments  stated  that  this  would  avoid  a 
piecemeal  hearing  should  the  appellant 
prevail  and  is  consistent  with  the  ration¬ 
ale  advanced  in  the  preamble,  which 
stated  that  the  procedure  would  ensure 
that  the  partial  denial  would  be  promptly 
reviewed  and  that,  if  the  reviewing  court 
determined  that  the  denial  was  improper, 
the  contested  issues  could  be  added  to  the 
hearing  before  it  is  conclued.  A  comment 
suggested  that  in  the  absence  of  a  prdVi- 
sion  for  automatic  stay  of  a  hearing, 
courts  might  be  reluctant  to  rule  on  a 
partial  denial  of  a  request  for  hearing 
because  it  would  involve  review  of  an 
isolated  part  of  a  larger  controversy. 


The  Commissioner  concludes  that 
§  2.115(d)  (3)  should  be  modified  to  pro¬ 
vide  that  the  time  for  filing  a  petition 
for  judicial  review  of  a  denial  of  a  re¬ 
quest  for  hearing  begins  on  the  date  of 
publication  in  the  Federal  Register 
when  the  denial  relates  to  an  objection 
or  issue  bearing  on  a  proposal  to  issue, 
amend,  or  revoke  a  Regulation,  and  it 
denies  a  hearing  on  all  objections  and 
issues  relating  to  that  proposal,  or  on 
all  objections  and  issues  relating  to  a 
part  of  the  proposal  the  effectiveness  of 
which  the  Commissioner  has  determined 
should  not  be  deferred  pending  the  out¬ 
come  of  any  hearing  granted  with  respect 
to  other  parts  of  the  proposal;  and  when 
the  denial  relates  to  an  issue  involving  a 
proposal  to  issue,  amend,  or  revoke  an 
order,  and  it  denies  a  hearing  on  all  is¬ 
sues  relating  to  a  particular  new  drug 
application,  new  animal  drug  application, 
or  biologies  license. 

The  Commissioner  agrees  that  if  it 
were  mandatory  to  seek  review  of  a 
denial  of  a  hearing  on  an  objection  or 
issue  that  related  to  a  provision  of  a  reg¬ 
ulation  or  to  a  specific  product  approval 
with  reject  to  which  a  hearing  had  been 
granted  to  consider  other  objections  or 
issues,  the  filing  of  a  petition  for  review 
of  such  denial  would  make  it  appropriate 
to  stay  the  hearing  pending  the  court’s 
decision.  The  Commissioner  believes  that 
such  an  approach  could  unduly  delay 
hearings,  however,  and  concludes  there¬ 
fore  that  a  decision  to  deny  a  request  for 
hearing  on  such  objections  or  issues 
should  be  reviewed  as  part  of  a  petition 
to  review  the  regulation  or  order  that  is 
issued  after  the  hearing. 

Where,  however,  the  Conunissioner  has 
denied  a  request  for  hearing  on  all  ob¬ 
jections  and  issues  relating  to  a  proposed 
regulation  or  to  a  severable  part  of  a  pro¬ 
posed  regulation  that  he  has  determined 
should  be  made  effective  even  though  he 
has  granted  a  hearing  on  other  parts  of 
the  proposed  regulation,  or  where*  he  has 
denied  a  public  hearing  on  all  issues  re¬ 
lating  to  a  specific  drug  or  biological 
product,  there  will  usually  be  no  sound 
reason  for  delaying  the  judicial  review 
of  such  denial  pending  the  outcome  of 
the  hearing  on  other  parts  of  the  regu¬ 
lation  or  other  products,  or  in  delaying 
the  hearing  pending  the  outcome  of  the 
petition  for  review.  If  the  review  prok* 
ceeding  is  concluded  before  the  end  of 
the  hearing  and  it  is  determined  that  a 
hearing  was  improperly  denied  as  to  any 
objection  or  issue,  the  objection  or  issue 
can  be  added  to  the  hearing;  if  the  hear¬ 
ing  has  concluded,  a  separate  hearing 
can  be  granted. 

The  Commissioner  concludes  that 
§  2.115(d)  (3) ,  as  so  revised,  will  promote 
the  expeditious  resolution  of  controver¬ 
sies  relating  to  proposed  regulations  and 
orders  while  avoiding  confusion  from 
“piecemeal”  hearings  or  judicial  review 
proceedings. 

18.  One  comment  objected  to  the  pro¬ 
visions  of  §  2.117  (21  CFR  2.117),  which 
permits  an  alternative  form  of  public 
hearing  to  be  held  instead  of  a  formal 
evidentiary  public  hearing  where  all  the 
persons  who  have  requested  and  justified 
a  formal  hearing  waive  their  right  to 
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such  a  hearing.  A  comment  asserted  that 
under  the  regulation,  a  person  whose 
petition  is  the  subject  of  the  hearing 
would  be  imable  to  demand  a  formal  evi¬ 
dentiary  public  hearing  if  the  objecting 
parties  agreed  to  an  alternative  form  of 
hearing,  such  as  a  Public  Board  of  In¬ 
quiry.  TTie  conunent  asserted  that  this 
result  is  contrary  to  principles  of  due 
process,  and  that  it  also  deprives  a  ijpti- 
tioner  of  his  right  to  a  hearing  imder 
the  statute.  The  comment  stated  that  if 
the  agency  hsid  denied  the  petition  in  the 
first  instance,  the  petitioner  would  have 
a  right  to  a  formal  evidentiary  public 
hearing,  but  that  when  the  agency  has 
initially  accepted  the  petition,  his  right 
to  a  hearing  is  lost.  The  comment  as¬ 
serted  that  this  distinction  is  arbitrary 
and  unreasonable. 

The  Commissioner  advises  that  no  pro¬ 
vision  of  the  act  confers  on  a  person 
whose  petition  he  grants  the  right  to 
have  such  action  considered  in  a  formal 
evidentiary  public  hearing.  Indeed,  the 
act  assumes  that  the  successful  appli¬ 
cant  or  petitioner  will  be  content  to 
have  the  matter  concluded  without  any 
hearing  at  all.  For  example,  under  sec¬ 
tion  409  of  the  act  (21  U.S.C.  348)  re¬ 
lating  to  the  establishment  of  food  addi¬ 
tive  regulations,  a  person  may  file  objec¬ 
tions  to  and  request  a  hearing  on  an 
order  issued  under  section  409(c)  of  the 
act  if  he  is  adversely  affected  by  such 
order.  A  person  whose  petition  is  granted 
by  the  order  is  not  adversely  affected  by 
it,  and  so  is  not  entitled  to  object  and, 
request  a  hearing,  although  he  may  par¬ 
ticipate  in  it  if  one  is  held.  Because  a 
successful  petitioner  is  not  entitled  to 
invoke  a  formal  evidentiary  public  hear¬ 
ing,  it  is  not  necessary  that  he  be  given 
an  opportunity  to  concur  in  the  decision 
to  utilize  an  alternative  form  of  hearing 
and  waive  the  right  to  a  formal  evi¬ 
dentiary  public  hearing. 

If  the  result  of  the  alternative  form 
of  hearing  causes  the  Commissioner  to 
issue  an  order  under  section  409(f)  of 
the  act  denying  the  petition,  the  peti¬ 
tioner  may  seek  judicial  review  of  the 
order  under  section  409(g)  of  the  act. 
There  is  no  requirement  in  section  409 
(f)  or  (g)  of  the  act  that  the  petitioner 
receive  a  formal  evidentiary  public  hear¬ 
ing  on  the  denial  of  a  petition  under  sec¬ 
tion  409(f)  of  the  act  preparatory  to 
obtaining  such  Judicial  review;  the  re¬ 
quirement  that  adversely  affected  per¬ 
sons  be  permitted  to  object  and  request 
a  formal  evidentiary  public  hearing  ap¬ 
plies  to  orders  issued  pursuant  to  section 
409  (c)  or  (d)  of  the  act,  not  to  orders 
issued  under  section  409(f)  of  the  act. 

The  Commissioner  does  not  believe 
that  the  procedure  provided  in  §  2.117 
is  unsound  or  unfair  to  petitioners.  More¬ 
over,  the  Commissioner  will  carefully 
consider  the  views  of  a  petitioner  about 
the  most  appropriate  forum  for  resolving 
factual  issues  raised  by  objections  to  an 
order  granting  a  petition  and  establish¬ 
ing  a  food  additive  regulation,  and  may 
deny  a  request  for  an  alternative  form 
of  hearing  if  he  believes  such  a  proceed¬ 
ing  would  prejudice  the  rights  of  a  peti¬ 
tioner. 


19.  The  Commissioner,  on  his  own  ini¬ 
tiative,  is  amending  §  2.118(b)  to  delete 
the  clause  that  precludes  the  presiding 
oflBcer  from  revising  the  statement  of  the 
issues  of  fact  in  the  notice  of  hearing  to 
include  issues  as  to  which  the  Commis¬ 
sioner  has  not  granted  a  hearing.  Under 
§  2.118(b)  as  amended,  the  presiding  of¬ 
ficer  may  thus  both  add  an  issue  to  and 
eliminate  an  issue  from  a  formal  evi¬ 
dentiary  public  hearing  if  there  are 
soimd  reasons  for  doing  so.  The  Com¬ 
missioner  is  also  amending .§  2.118(b)  to 
provide  that  a  determination  by  the 
presiding  officer  to  include  an  issue  as  to 
which  the  Commissioner  has  not  granted 
a  hearing  or  to  eliminate  as  issue  as  to 
which  the  Commissioner  has  granted  a 
hearing  is  subject  to  interlocutory  review 
by  the  Commissioner. 

20.  One  comment  objected  to  §  2.120 
(b)  (21  C7FR  2.120(b)),  which  provides 
that  where  one  party  who  is  afforded  an 
opportunity  for  hearing  under  §  2.111(b) 
(21  CFR  2.111(b))  requests  a  hearing 
and  others  do  not,  the  Commissioner 
may  issue  a  final  order  covering  all  af¬ 
fected  drug  products  at  once,  or  may 
issue  more  than  one  final  order  covering 
different  drug  products  at  different  times. 
The  comment  stated  that  if  a  party  who 
requests  a  hearing  prevails,  the  regula¬ 
tion  or  order  at  issue  will  be  revoked  or 
modified  as  to  that  party,  necessarily 
requiring  modification  of  previous  orders 
issued  as  to  other  parties  similarly  situ¬ 
ated  who  did  not  request  a  hearing.  The 
comment  suggested  that,  to  avoid  enter¬ 
ing  orders  that  might  be  required  to  be 
changed  later,  the  regulation  should  pro¬ 
vide  that  when  one  or  more  parties  re¬ 
quest  a  hearing,  no  final  order  be  entered 
as  to  identical,  related,  or  similar  prod¬ 
ucts  until  all  outstanding  requests  for 
hearing  have  been  disposed  of. 

The  Commissioner  concludes  that  he 
should  retain  discretion  to  issue  orders 
that  are  immediately  effective  as  to 
products  for  which  no  hearing  is  re¬ 
quested  even  though  a  hearing  has  been 
requested  for  one  or  more  other  prod¬ 
ucts  identified  in  the  notice  of  opportu¬ 
nity  for  hearing.  Although  a  notice  of 
proposed  withdrawal  of  an  NDA,  an 
NADA,  or  a  biologies  license  may  cover 
all  products  that  are  identical,  related, 
or  similar  to  the  product  covered  by  the 
application  or  license,  applicable  statu¬ 
tory  provisions  nevertheless  require  that 
each  product  subject  to  regulation  must 
be  evaluated  and  approved  Individually. 
Thus,  even  if  a  hearing  is  requested  for 
one  product  and  the  applicant  prevails  at 
the  hearing,  products  for  which  no  hear¬ 
ing  was  requested  would  not  necessarily 
be  entitled  to  the  benefit  of  that  decision, 
particularly  if  the  successful  applicant 
relied  on  proprietary  data.  In  addition, 
all  relevant  factual  issues  affecting  the 
legal  status  of  these  products  would  not 
necessarily  have  been  resolved  in  the 
hearing.  A  notice  of  opportunity  for 
hearing  imder  I  314.200(e)  on  the  pro¬ 
posed  withdrawal  of  an  NDA,  for  ex¬ 
ample,  encompasses  all  issues  relating  to 
a  product’s  status,  and  all  issues  will  not 
be  common  to  all  products  covered  in 
the  notice. 


21.  Comments  suggested  that  the 
language  of  §  2.120(b)  be  revised  to  read 
“•  •  •  more  than  one  final  order  cover¬ 
ing  those  drug  products  not  subject  to  a 
request  for  hearing  prior  to  products  cov¬ 
ered  by  such  a  request.”  The  comments 
stated  that  such  language  would  carry 
out  the  apparent  intent  of  the  agency, 
because  the  language  in  the  propos^ 
would  permit  the  Commissioner  to  issue 
an  order  covering  the  products  of  a  party 
who  had  requested  a  hearing  prior  to 
ruling  on  that  request. 

The  Commissioner  does  not  believe 
that  the  proposed  regulation  can  rea¬ 
sonably  be  construed  as  authorizing  the 
Issuance  of  a  final  order  on  a  drug  prod¬ 
uct  in  advance  of  ^a  ruling  on  the  request 
for  hearing  for  that  product,  and  notes 
that  the  comment’s  revision  does  not 
modify  the  language  identified  by  the 
comment  as  permitting  that  result.  The 
Commissioner  concludes  that  there  is  no 
need  to  revise  the  language  of  9  2.120(b) . 

22.  It  has  been  suggested  that  §§  2.130 
and  2.131  (21  CFR  2.130  and  2.131) ,  relat. 
Ing  to  appearance'  and  practice  in  a 
formal  evidentiary  public  hearing,  are 
unclear  as  they  relate  to  “parties”  and 
“interested  persons,”  and  that  they  do 
not  maintain  a  clear  distinction  between 
a  person  who  appears  in  a  representative 
capacity  and  a  person  who  has  an  in¬ 
terest  ^  the  proceeding.  For  example, 
under  9  2.131(a)  an  “interested  person” 
is  required  to  submit  a  written  notice  of 
appearance,  but  under  §  2.131(e),  “no 
person”  may  participate  without  having 
filed  such  a  notice.  Moreover,  the  form 
for  a  written  notice  of  appearance  re¬ 
quires  a  statement  of  the  specific  inter¬ 
est  of  the  person  in  the  proceeding.  If 
the  person  is  a  party,  he  will  already  have 
set  forth  the  nature  of  his  interest  in  his 
objections  or  request  for  hearing.  If  the 
person  is  appearing  in  a  representative 
capacity,  it  is  not  his  interest  in  the  j?ro- 
ceeding  that  should  be  set  forth,  but  that 
of  the  pers(ni  whom  he  represents. 

The  Commissioner  concludes  that 
§§  2.130  and  2.131  should  be  modified  to 
establish  separate  procedures  for  persons 
appearing  in  a  representative  capacity 
(“appearance”)  and  persons  with  an  in¬ 
terest  in  a  proceeding  in  which  they  wish 
to  participate  (“participation”).  They 
are  also  amended  to  delete  the  term  “in¬ 
terested  person”;  the  word  “person”  will 
be  used  in  its  place. 

Section  2.130  is  amended  to  define  the 
rights  and  obligations  of  persons  appear¬ 
ing  in  a  representative  capacity.  Such  a 
person  must  submit  a  signed  statement 
of  authorization  or  other  documentation, 
verifying  his  authority  to  act  as  a  repre¬ 
sentative.  ’The  appearance  of  a  person  in 
a  representative  capacity  may  be  stricken 
for  violation  of  the  niles  of  conduct  set 
forth  in  §  2.156  (21  CFR  2.156) ,  but  this 
will  not  affect  the  right  of  the  person 
whom  he  is  representing  to  participate  in 
the  proceeding  by  appearing  personally 
or  through  a  different  representatlye. 

Section  2.131  is  amended  to  define  the 
rights  and  obligations  of  any  person  who 
has  an  Interest  that  he  wishes  to  advance 
or  protect  by  participation  in  a  proceed¬ 
ing  either  personally  or  through  a  repre- 
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sentative.  Such  a  person  must  submit  a 
written  notice  of  participation,  including 
a  commitment  to  participate.  If  the  per¬ 
son  is  not  a  party,  he  must  also  set  forth  . 
his  specific  interest  in  the  proceeding,  in¬ 
cluding  the  issues  of  fact  on  which  he 
desires  to  be  heard.  A  person  may  have 
his  participation  stricken  by  the  presid¬ 
ing  officer  for  nonparticipation,  for  fail¬ 
ure  to  comply  with  his  oblgations  as  a 
participant,  or,  if  he  is  appearing  per¬ 
sonally,  for  violation  of  the  rules  of  con¬ 
duct  set  forth  in  §  2.156. 

23.  Comments  opposed  the  provision 
in  §  2.131  (21  CPR  2.131) .  which  requires 
any  person  desiring  to  appear  at  a  formal 
evidentiary  public  hearing  to  commit 
himself  to  present  documentary  evidence 
or  testimony  at  the  hearing.  The  com¬ 
ments  stated  that  other  forms  of  par¬ 
ticipation.  such  as  cross-examination  or 
filing  briefs,  are  appropriate.  One  com¬ 
ment  stated  that  the  nature  of  a  per¬ 
son’s  Interest  may  shift  during  the  pro¬ 
ceeding.  Such  a  person  presumably  may 
wish  to  participate  merelv  bv  seeing  to  it 
that  nothing  adverse  to  his  interest  takes 
place,  in  which  case  he  will  present  no 
evidence  and  conduct  no  cross-examina¬ 
tion.  One  comment  asserted  that  5  2.131 
violates  section  4(b)  of  the  Administra¬ 
tive  Procedure  Act  (5  U.S.C.  553(c)), 
which  requires  that  in  rule  making  an 
agency  shall  give  interested  persons  an 
opportunity  to  participate  through  sub¬ 
mission  of  written  data,  views,  or  argu¬ 
ments.  The  comment  asserted  that  the 
terms  “views”  and  “arguments”  envision 
forms  of  participation  other  than  written 
documentary  evidence  and  testimony. 

The  Commissioner  disagrees  that  a 
person  should  be  entitled  to  participate 
in  a  hearing  in  the  manner  suggested  in 
the  comments,  bne  of  the  factors  that 
have  contributed,  and  continue  to  con¬ 
tribute,  to  the  confusing  and  protracted 
nature  of  formal  evidentiary  public 
hearings  is  the  presence  of  persons  with 
ill -defined  interest  in  the  issues  under 
consideration,  whose  participation  is 
sporadic,  and  whose  willingness  to  follow 
and  comprehend  the  course  of  the  pro¬ 
ceeding  is  difficult  to  discern.  Merely  by 
filing  a  notice  of  appearance,  these  per¬ 
sons  have  been  able  to  place  themselves 
on  a  par  with  participants  genuinely 
concerned  with  advancing  the  course  of 
the  hearing  in  relation  to  such  matters 
as  receiving  copies  of  pleadings  and 
other  documents  and  notification  of 
conferences  and  arguments,  even  though 
their  interest  may  have  lapsed  or  their 
understanding  of  the  issues  is  so  tenuous 
as  to  preclude  any  useful  purpose  being 
served  by  their  continued  treatment  as 
participants.  Although  a  participant’s 
appearance  can  be  struck  for  nonpar¬ 
ticipation  in  accordance  with  §  2.131(g), 
this  remedy  is  meaningless  if  participa¬ 
tion  is  so  broadly  defined  as  to  encom¬ 
pass  a  purely  passive  relationship  to  the 
proceeding,  as  the  comments  con¬ 
template.  The  Commissioner  believes 
that  it  is  appropriate  to  require  as  a 
mlnimiun  level  of  participation  that  a 
person  present  documentary  evidence  or 
testimony,  and  that  a  person  so  commit 
himself  in  his  notice  of  appearance. 


Ordinarily,  a  nonparty  participant  will 
not  have  the  right  to  cross-examine 
under  §  2.153(b)  (2) .  Consequently,  he 
could  not  justify  an  appearance  solely  to 
conduct  cross-examination  even  if  that 
were  permitted  by  the  regulations.  ’The 
possibility  that  a  participant  who  is  also 
a  party  would  limit  his  participation  to 
cross-examination  is  remote.  In  the  un¬ 
usual  case  where  a  hearing  has  been 
justified  solely  for  the  purpose  of  con¬ 
ducting  cross-examination,  however,  a 
commitment  so  circumscribed  would  be 
sufficient.  Such  a  commitment  is  not 
precluded  by  the  language  in  paragraph 
B  of  the  notice  of  appearance  set  forth 
in  §  2.131(b) ,  and  could  in  any  event  be 
received  by  the  presiding  officer,  who  is 
empowered  to  waive  any  provision  in  this 
subpart  under  the  conditions  specified 
in  §  2.142(m)  (21  CFR  2.142(m)). 

’The  Commissioner  disagrees  that  a 
person  should  be  allowed  to  acquire  full 
rights  of  participation  in  a  formal  evi¬ 
dentiary  public  hearing  merely  to  mon¬ 
itor  the  course  of  the  proceeding  with  a 
view  to  participating  should  it  at  scnne 
point  appear  necessary  or  advantageous 
to  his  interests.  The  Commissioner  re¬ 
gards  it  as  improbable  that  a  person  will 
be  wholly  imable  to  anticipate  at  the 
outset  of  a  proceeding  whether  his  in¬ 
terests  will  require  affirmative  participa¬ 
tion.  In  the  unlikely  event  that  that  is  the 
case,  the  presiding  officer  may  entertain 
a  motion  to  file  a  notice  of  participation 
out  of  time  in  accordance  with  9  2.131  (f ) . 

In  the  Commissioner’s  opinion,  the 
contention  that  it  violates  5  UJS.C.  553(c) 
to  require  the  submission  of  documentary 
evidence  or  testimony  as  a  condition  of 
participating  in  a  formal  evidentiary 
public  hearing  is  without  merit.  By  its 
terms,  5  U.S.C.  553(c)  is  inapplicable  to 
formal  evidentiary  public  hearings.  In 
any  event,  a  right  to  participate  by  sub¬ 
mitting  views  and  argiunents  in  the  pro¬ 
ceeding  of  which  the  hearing  is  a  part 
will  in  all  cases  have  been  accorded  by 
operation  of  other  provisions  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  and 
these  regiilations,  e.g.,  the  provision  for 
opportunity  to  comment  on  a  regulation 
proposed  pursuant  to  section  701(e)(1) 
of  the  act  and  9  2.110  of  these  regula¬ 
tions,  and  the  provision  for  submitting 
objections  to  proposed  rules,  which  does 
not  require  that  objections  specify  fac¬ 
tual  issues  requiring  a  hearing,  but  per¬ 
mits  them  to  identify  reasons  why  the 
person  submitting  the  objection  dis¬ 
agrees  with  the  regulation. 

24.  One  comment  questioned  what  is 
meant  by  a  “showing  of  good  cause”  in 
9  2.131(f),  permitting  a  person  to  file  a 
written  notice  of  appearance  after  the 
30-day  time  period  for  filing  such  notices 
has  expired.  The  provision  requires  a 
showing  of  good  cause  as  to  why  such  a 
notice  was  not  filed  within  such  time 
period. 

’The  Commissioner  concludes  that  it  is 
Impractical  to  predict  the  circumstances 
that  would  constitute  good  cause  for  hav¬ 
ing  failed  to  file  a  timely  notice  of  ap¬ 
pearance  in  any  given  case,  and  that  the 
decision  whether  good  cause  has  been 
shown  should  be  left  to  the  presiding 
officer. 


25.  The  Commissioner  is  incorporating 
into  these  final  regulations  under  §  2.135 
(21  C3PR  2.135)  the  procedure  established 
to  assist  persons  in  obtaining  informa¬ 
tion  about  formal  evidentiary  public 
hearings.  This  section,  which  was  pub¬ 
lished  as  9  2.49  (21  CFR  2.49)  in  the 
Federal  Register  of  August  5,  1976  (41 
FR  32738) ,  designates  the  Associate 
Commissioner  for  Compliance  as  the 
agency’s  contact  perscxi  to  answer  ques¬ 
tions  regarding  attendance  at  or  par¬ 
ticipation  in  formal  evidentiary  public 
hearings. 

26.  One  comment  proposed  a  revisicm 
in  9  2.151  (21  CFR  2.151)  concerning 
waiver  of  filing  and  service  requirements. 
The  comment  stated  that  there  are  no 
commonly  accepted  definitions  of  “in 
forma  pauperis”  in  this  context  or  of 
“public  interest  justification”  as  used  in 
9  2.151(b),  and  suggested  that  the  pro¬ 
vision  should  be  replaced  by  one  permit¬ 
ting  the  presiding  officer  in  any  hearing 
to  waive  or  modify  the  filing  and  service 
requirements  of  9  2.150  (21  CFR  2.150) 
for  good  cause  shown  and  with  due  re¬ 
gard  to  the  rights  of  all  participants. 

Ihe  Commissioner  recognizes  that  the 
quoted  terms  are  not  capable  of  precise 
definition.  He  believes,  however,  that  the 
circumstances  in  which  a  participant  is 
relieved  of  the  costs  of  participating  in 
an  administrative  proceeding  should  be 
limited  to  those  specified.  ’The  alterna¬ 
tive  requirements  suggested  by  the  com¬ 
ment  would  provide  no  guidance  to  either 
potential  participants  or  the  Commis¬ 
sioner;  to  the  extent  that  it  would  permit 
the  costs  of  a  proceeding  to  be  shifted  to 
the  agency  from  a  person  not  establishing 
financial  hardship  and  a  public  interest 
in  his  participation,  or  that  his  participa¬ 
tion  would  benefit  the  general  public,  the 
Commissioner  concludes  that  the  alter¬ 
native  requirement  is  inappropriate. 

A  petition  recently  received  by  the 
Commissioner  recommends  that  9  2.151 
be  revised  to  allow  agency  reimbur.se- 
ment  of  certain  costs  incurred  in  agency 
proceedings  by  persons  meeting  detailed 
criteria  concerning  the  nature  of  the  in¬ 
terest  they  represent,  their  economic 
stake  in  the  outcome  of  the  proceeding, 
and  their  financial  resources.  ’The  pro¬ 
posed  criteria  are  generally  consistent 
with  those  now  specified  in  9  2.151.  ’The 
petition,  and  the  manner  in  which  the 
Commissioner  is  handling  it,  are  more 
fully  described  in  the  response  to  com¬ 
ment  29,  below. 

27.  One  comment  mged  that  9  2.151(c) 
be  clarified  to  state  that  the  petition  to 
participate  in  forma  paupeiis  will  be 
granted  if  the  showing  required  under 
9  2.151(b)  has  been  made. 

The  Commissioner  concludes  that  no 
change  in  9  2.151(c)  is  warranted.  ’The 
Commissioner  intends  to  grant  meritor¬ 
ious  requests,  but  will  do  so  at  his  discre¬ 
tion.  There  is  no  right  to  participate  in 
forma  pauperis  in  administrative  pro¬ 
ceedings  conducted  pursuant  to  the  laws 
administered  by  the  Commissioner. 

28.  One  comment  stated  that  where 
interested  persons  are  filing  a  petition 
for  waiver  of  filing  and  service  require¬ 
ments  and  fees  under  9  2.151,  these  fil¬ 
ing  and  service  requirements  and  fees 
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should  not  apply  to  the  filing  of  the  peti¬ 
tion  to  proce^  in  forma  pauperis. 

The  Commissioner  agrees  and  has 
modified  S  2.151  to  so  provide. 

29.  One  comment  urged  an  enlarge¬ 
ment  o'  benefits  to  participants  in 
forma  pH  peris.  The  comment  stated 
that  expert  witnesses’  fees,  travel  costs, 
attorneys’  fees,  costs  of  transcripts,  etc., 
all  must  be  borne  by  participants,  and 
that  consumer  groups  are  least  able  to 
bear  the  expense  of  such  participation. 
The  comment  asserted  that  their  partici¬ 
pation  is  important  if  FDA  is  to  receive 
a  balanced  presentation  of  the  issues.  The 
comment  urged  that  not  <»Uy  should  fil¬ 
ing  and  service  requirements  be  waived, 
but  that  the  other  more  substantial  costs 
should  also  be  borne  by  FDA  on  appro¬ 
priate  occasions.  The  comment  enclosed 
an  opinion  of  the  Comptroller  General  of 
the  United  States  (B-139703)  ruling  that 
the  Federal  Trade  Commission  could 
lawfully  use  its  appropriations  to  pay  the 
transcript,  witness,  travel,  and  other  fees 
for  an  intervenor  or  an  indigent  respon¬ 
dent.  Another  comment  stated  that  Con¬ 
gress  has  recently  expressed  its  support 
of  such  reimbursement  for  public  interest 
participants  in  the  Federal  Trade  Com¬ 
mission  Improvements  Act  (15  U.S.C.  18 
(h)), 

’Die  recommendation  advanced  in  this 
comment  is  set  forth  in  greater  detail  in 
a  petition  recently  received  by  the  Com¬ 
missioner  urging  that  $2,151  be  com¬ 
pletely  revised.  Modified  as  suggested  in 
the  petition,  §  2.151  would  provide  for 
compensatioh  by  the  agency  of  attor¬ 
neys’  fees,  expert  witnesses’  fees,  and 
other  reasonable  costs  of  participation 
in  proceedings  conducted  under  Sub¬ 
parts  B,  C,  D,  and  E  of  Part  2.  To  be  eli¬ 
gible  for  such  compensation,  a  person  or 
organization  would  have  to  represent  an 
interest  the  representation  of  which 
would  contribute  to  the  fair  determina¬ 
tion  of  the  proceeding,  have  (or  have 
members  with)  an  insubstantial  eco¬ 
nomic  interest  in  the  outcome  of  the  pro¬ 
ceeding,  and  lack  sufficient  resources  to 
participate  in  the  absence  of  compensa¬ 
tion  by  the  agency. 

The  Commissioner  believes  that  serious 
consideration  should  be  given  to  the  rec¬ 
ommendation  made  in  the  comment,  as 
elaborated  in  the  petition.  Expenditure  of 
public  funds  to  compensate  for  the  ex¬ 
pense  incurred  by  certain  participants 
in  public  proceedings  before  the  agency 
may  be  justified  as  necessary  to  assure 
full  preparation  of  all  interested  persons 
in  formal  decisionmaking  to  the  end  that 
FDA  may  more  effectively  execute  its 
administrative  and  regulatory  responsi¬ 
bilities. 

Because  of  the  importance  of  the  pro¬ 
posal,  the  Commissioner  concludes  that 
it  should  be  given  more  extensive  con¬ 
sideration  than  is  practical  in  the  con¬ 
text  of  his  rulings  on  the  comments  sub¬ 
mitted  to  the  proposed  procedural  regu¬ 
lations.  In  the  Federal  Register  of  Au¬ 
gust  25.  1976  (41  FR  35855) .  the  (Com¬ 
missioner  issued  an  advance  notice  of 
proposed  rule  making,  in  which  he  set 
forth,  in  full,  the  petition  described 
above,'  and  invited  comment  on  desig- 
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nated  areas  of  interest.  After  evaluating 
any  public  comments  received,  the  Com¬ 
missioner  will  determine  what  further 
action  is  appropriate. 

The  Commissioner  will  therefore  not 
at  this  time  modify  $  2.151  to  enlarge  the 
benefits  to  participants  in  forma  pau¬ 
peris,  as  proposed  in  the  comment. 

30.  A  question  has  arisen  concerning 
the  scope  of  the  requirement  of  $  2.153 
(a)  (1)  and  (2)  (21  CFR  2.153(a)  (1) 
and  (2) )  that  the^rector  of  the  bureau 
responsible  for  a  matter  involved  in  a 
hearing  submit  to  the  Hearing  Clerk  the 
“relevant  portions  of  the  administrative 
record’’  and  “[alll  documents  in  his  files 
containing  factual  data  and  information, 
whether  favorable  or  unfavorable  to  his 
position,  which  relate  to  the  issues  in¬ 
volved  in  the  hearing.’’  The  Commis¬ 
sioner  advises  that  the  requirement  of 
this  section  does  not  extend  to  documents 
reflecting  the  agency’s  internal  delibera¬ 
tive  process,  e.g.,  dociunents  expressing 
the  point  of  view  of  agency  employees 
who  reviewed  an  NDA,  even  though  such 
documents  are  contained  in  an  admin¬ 
istrative  file  relating  to  a  matter  that  is 
the  subject  of  the  hearing.  Nor  does  the 
requirement  extend  to  documents  that 
are  the  work  product  of  attorneys  r«)re- 
senting  the  bureau  in  the  hearing,  e.g., 
memoranda  of  interviews  with  potential 
witnesses,  or  that  are  subject  to  the  at¬ 
torney-client  privilege,  e.g.,  requests  for 
legal  opinions,  even  though  such  docu¬ 
ments  may  contain  factual  data  and 
information. 

31.  One  comment  urged  a  revision  in 
$  2.153(b) ,  which  requires  a  hearing  par¬ 
ticipant  to  submit  within  60  days  all 
documents  in  his  files  containing  factual 
data  and  information,  whether  favorable 
or  unfavorable  to  his  position.  The  com¬ 
ment  stated  that  the  regulation  should 
contain  some  reasonable  limitation  on 
the  need  for  a  participant  to  generate  all 
data  unfavorable  to  his  position.  It  cem- 
tended  that  an  advocate  should  not  be 
required  to  expend  significant  resources 
to  uncover  all  unfavorable  data  that  may 
exist  in  his  files.  TTie  comment  stated 
that  when  the  participant  is  a  large  cor¬ 
poration  with  many  divisions,  the  failure 
to  submit  all  contrary  data  that  may  be 
in  any  corporate  file  within  a  strict  time 
limit  imder  threat  of  violation  of  the 
False  Reporting  Act  is  too  harsh.  The 
comment  stated  that  the  regulations 
should  be  revised  to  place  reasonable 
limitations  on  the  type  and  amount  of 
contrary  data  Uxat  are  required  to  be 
submitted. 

The  Commissioner  advises  that  §  2.153 
(b)  requires  a  participant  to  submit  all 
factual  data  and  information  in  his  files 
relevant  to  the  issues  without  screening 
it  to  eliminate  that  which  is  unfavor¬ 
able;  it  does  not  require  that  every  file 
under  the  participant’s  control  be  can¬ 
vassed  to  identify  data  and  information 
that  would  not  be  known  to  the  partic¬ 
ipant  in  the  ordinary  course  of  prepar¬ 
ing  its  participation,  and  this  applies 
equally  to  the  bureau  director’s  parallel 
obllgatioin  under  $  2.153Ta)  (2) .  It  is  an¬ 
ticipated  that  a  participant  who  stands 
ready  to  present  a  case  in  favor  of  his 


position  will  necessarily  have  compiled 
and  considered  information  imfavorable 
to  that  position,  and  will  have  the  docu¬ 
ments  reflecting  such  unfavorable  infor¬ 
mation  in  the  file  pertinent  to  the  issue 
in  question  and  cap>able  of  retrieval  and 
submission  to  the  Hearing  Clerk,  Food 
and  Drug  Administration,  with  no  great¬ 
er  expenditure  of  effort  than  that  re¬ 
quired  to  locate  and  submit  favorable  in¬ 
formation.  ’The  Commissioner  therefore 
concludes  that  it  is  unnecessary  to  in¬ 
corporate  a  limitation  in  $  2.153(b)  (ff 
the  type  suggested. 

32.  A  comment  recommended  that 
there  be  in  §  2.153  or  elsewhere  a  require¬ 
ment  that  the  details  of  proposed  wit¬ 
nesses’  testimony  be  disclosed  by  the  par¬ 
ticipants  prior  to  the  hearing.  The  com¬ 
ment  noted  that  the  presiding  officer  is 
authorized  but  not  required  to  order  such 
disclosure,  and  asserted  that  it  is  incon¬ 
gruous  to  require  this  type  of  disclosure 
as  part  of  a  submission  in  support  of  a 
request  for  hearing  pursuant  to  $  2.112 
(a)  (5)  and  not  to  require  it  as  part  of 
the  hearing  procedure  itself. 

The  Commissioner  believes  that  the 
presiding  officer  will  ordinarily  order  the 
preparation  and  exchange  of  summaries 
of  testimony  at  the  prehearing  confer¬ 
ence  and  concludes  that  it  is  unnecessary 
to  impose  this  procedure  by  terms. 

There  is  no  incongruity  between 
§§  2.112(a)(5)  and  2.153  with  respect  to 
summaries  of  testimony.  Section  2.112(a) 
(5)  requires  that  a  summary  of  nondocu¬ 
mentary  testimony  be  submitted  as  part 
of  an  objection  and  request  for  hearing. 
’This  provision  does  not  require  the  iden¬ 
tification  of  specific  witnesses  or  the 
summarization  of  the  actual  testimony 
they  will  give;  it  requires  that  if  the  per¬ 
son  submitting  the  objection  and  request 
for  hearing  expects  to  introduce  testi¬ 
mony  and  believes  that  such  testimony 
would  raise  an  issue  of  fact  that  the 
Commissioner  should  take  into  consid¬ 
eration  in  ruling  on  the  request,  the  na¬ 
ture  and  expected  content  of  such  testi¬ 
mony  should  be  siunmarized  in  sufficient 
detail  to  permit  the  Commissioner  to 
make  an  informed  ruling  under  $  2.113. 
Once  a  hearing  has  been  justified,  the 
participants  would  be  expected  to  contact 
and  interview  specific  witnesses  in  prep¬ 
aration  for  the  proceeding.  The  Commis¬ 
sioner  believes  that  the  most  appropriate 
point  at  which  to  consider  requiring  the 
disclosure  of  summaries  of  the  testimony 
of  such  witnesses  is  the  prehearing  con¬ 
ference.  To  insist  that  such  summaries  be 
prepared  and  exchanged  within  60  days 
of  the  date  of  publication  of  the  notice 
of  hearing  in  the  Federal  Register, 
as  the  comment  suggests,  might  impose 
an  undue  burden  on  participants  that  is 
not  Involved  in  the  requirement  that 
existing  documents  or  narrative  state¬ 
ments  of  position  be  submitted  as  pro¬ 
vided  in  §  2.112(a)(5). 

33.  It  has  been  suggested  that  the  al¬ 
lowance  in  $  2.153(b)  of  60  days  after 
date  of  publication  of  the  notice  of  hear¬ 
ing  in  the  Federal  Register  for  the  dis¬ 
closure  of  data  and  information  by  the 
participants,  combined  with  the  provi¬ 
sions  of  SS  2.118(a)  (8)  and  2.158(a)  (21 
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CFR  2.118(a)(8)  and  2.158(a))  that  a 
prehearing  conference  shall  not  com¬ 
mence  prior  to  the  expiration  of  that  pe¬ 
riod,  may  unnecessarily  delay  formal 
evidentiary  public  hearings  where  the 
issues  are  not  complex  or  are  few  in 
number. 

The  Commissioner  is  therefore  modify¬ 
ing  these  sections  to  authorize  the  pre¬ 
siding  oflBcer,  in  his  discretion,  to  estab¬ 
lish  a  shorter  period  of  time  for  the  dis¬ 
closure  of  data  and  information  by  the 
participants  where  no  participant  will  be 
prejudiced,  and  to  state  that  the  pre- 
hearing  conference  may  commence  after 
the  expiration  of  such  shorter  period. 

34.  One  comment  stated  that  the  sanc¬ 
tion  in  §  2.153(d)  goes  too  far.  That  pro¬ 
vision  states  that  a  failure  to  comply 
with  the  requirements  of  §  2.153  on  dis¬ 
closure  of  data  and  information  consti¬ 
tutes  a  waiver  of  the  right  to  participate 
further  in  the  hearing  and,  in  the  case  of 
a  party,  a  waiver  of  the  right  to  a  hear¬ 
ing.  The  comment  stated  that  this  re¬ 
quirement  is  apparently  based  on  the 
“untenable"  notion  that  a  participant  in 
a  hearing  must  introduce  evidence.  The 
comment  stated  that  the'  appropriate 
sanction  would  be  forfeiture  of  the  right 
to  introduce  evidence  at  the  hearing. 

The  Conunissioner  advises  that  the  in¬ 
tent  of  the  regulations  is  that  participa¬ 
tion  will  ordinarily  be  conditlmed  on  a 
commitment  to  introduce  evidence.  In 
the  unusual  case  where  a  hearing  has 
been  justified  or  participation  permitted 
on  the  basis  of  a  submission  or  commit¬ 
ment  that  does  not  involve  the  introduc¬ 
tion  of  evidence,  the  obligations  of 
S  2.153(b)  should  nevertheless  be  met  to 
the  extent  consistent  with  the  commit¬ 
ment  required  in  the  notice  of  appear¬ 
ance  set  forth  in  5  2.131(b) .  For  example, 
the  participant  would  at  a  minimum  be 
expected  to  submit  a  narrative  state¬ 
ment  of  his  position  on  the  factual  Issues 
stated  in  the  notice  of  hearing. 

35.  One  comment  objected  to  S  2.154 
(21  CFR  2.15t)  on  the  groimd  that  it  ap¬ 
pears  designed  to  prohibit  cross-exami¬ 
nation.  The  comment  contended  that 
past  problems  with  cross-examination 
are  not  related  to  cross-examination  per 
se,  but  have  been  the  result  of  the  inabil¬ 
ity  or  unwillingness  of  the  presiding  offi¬ 
cer  to  control  use  of  cross-examination 
within  the  rules  of  evidence  and  of  the 
frequent  lack  of  understanding  by  coim- 
sel  of  the  proper  role  of  cross-examina¬ 
tion.  The  comment  urged  improved  edu¬ 
cation  of  hearing  ofBcers  and  members 
of  the  bar  as  the  solution. 

The  Commissioner  advises  that  §  2.154 
does  not  prohibit,  but  rather  expressly 
provides  for,  cross-examination  upon  a 
showing  that  it  is  necessary  for  a  full  and 
true  disclosure  of  the  evidentiary  facts 
and  that  the  party  requesting  an  oppor- 
timity  to  conduct  cross-examination 
would  be  prejudiced  by  denial  of  the  re¬ 
quest.  This  is  the  criterion  set  forth  in 
section  7(c)  of  the  Administrative  Pro¬ 
cedure  Act  (5  U.S.C.  556(d)).  The  Com¬ 
missioner  believes  that  it  is  appropriate 
to  incorporate  the  criterion  in  these  reg¬ 
ulations  for  the  guidance  of  persons  in¬ 


volved  in  a  formal  evidentiary  public 
hearing. 

ITie  Commissioner  does  not  disagree 
with  the  comment  concerning  the  factors 
that  have  contributed  to  the  problems  as¬ 
sociated  with  cross-examination,  but  be¬ 
lieves  that  it  is  unrealistic  to  expect  that 
they  can  be  solved  without  a  clear  state¬ 
ment  in  the  regulations  that  cross-ex¬ 
amination  is  to  be  used  sparingly  and 
only  when  other  means  of  developing  the 
evidence  are  not  suCBcient.  Although  the 
ultimate  determination  whether  to  allow 
cross-examination  is  left  to  the  discre¬ 
tion  of  the  presiding  officer,  the  Commis¬ 
sioner  concludes  that  it  is  nevertheless 
advisable  to  set  forth  specifically  in  the 
regiilations  the  considerations  that  will 
enter  into  such  determination. 

36.  Another  comment  objected  to  the 
provisions  of  §  2.154  that  limit  the  use  of 
oral  testimony.  The  comment  stated  that 
the  indispensable  role  of  direct  oral  testi¬ 
mony  and  cross-examination  led  to  their 
recognition  as  “fundamental  substantive 
rights  inextricably  woven  into  the  fabric 
of  due  process.”  The  comment  stated 41iat 
the  demeanor  of  a  witness,  the  candor 
with  which  he  addresses  issues,  the  rea¬ 
sons  underlying  his  opinion,  any  bias  or 
lack  of  objectivity  on  the  issues  involved, 
prior  inconsistent  statements  he  may 
have  made,  and  the  accuracy  of  his  ob¬ 
servations  are  all  Issues  that  can  be 
probed  only  through  oral  direct  testi¬ 
mony  and  cross-examination.  The  com¬ 
ment  stated  that  only  where  there  is  a 
serious  and  imminent  danger  to  public 
health  does  the  public  interest  compel 
the  abandonment  of  oral  testimony  and 
reasonable  cross-examination. 

The  Commissioner  agrees  that  cross- 
examination  may  on  occasion  be  a  better 
mechanism  for  resolving  disputed  factual 
issues  than  other  procedures,  and  §  2.154 
provides  ample  opportunity  for  this 
superiority  to  be  shown  and  cross- 
examination  allowed.  The  cmnment, 
however,  would  require  that  cross- 
examination  be  permitted  without  limi¬ 
tation.  It  is  precisely  this  view  that  cross- 
examination  is  the  all-purpose  and 
indispensable  tool  for  developing  a  record 
In  support  of  or  against  various  factual 
propositions  that  has  given  rise  to  past 
problems  in  the  conduct  of  formal  evi¬ 
dentiary  public  hearings.  Where  the 
issues  in  question  are  scientific,  medical, 
or  technical,  the  Commissioner  does  not 
agree  that  the  only  or  the  best  way  of 
revealing  the  truth  is  through  lengthy 
examination  and  cross-examination  of 
expert  witnesses.  Information  relevant  to 
such  issues  is  not  the  product  of  a  past 
event  or  imiquely  available  from  eye¬ 
witnesses  whose  perceptions  and  credi- 
.bility  must  be  tested  on  the  stand;  it  is 
part  of  the  knowledge  available  to  and 
relied  upon  by  members  of  the  relevant 
community  of  experts. 

Congress  recognized  that  in  riile 
making  proceedings  involving  technical 
Issues,  “the  direct  or  rebuttal  evidence 
may  be  of  such  a  nature  that  cross- 
examination  adds  nothing  substantial  to 
the  record  and  unnecessarily  prolongs 
toe  hearings,”  H.R.  Rep.  No.  1980,  79to 


Cong.,  2d  Sess.  37  (1946).  The  Court  of 
Appeals  for  the  Second  Circuit,  in  dis¬ 
cussing  toe  notice-and-comment  pro¬ 
cedure  used  in  toe  promulgation  of  a 
regulation  restricting  sale  of  high  dosage 
vitamin  products,  observed  that  “[slince 
toe  decision  did  not  tmm  on  precise 
factual  issues  or  on  toe  credibility  of 
witnesses  but  represented  a  judgment 
based  upon  consideration  of  relevant 
medical  and  scientific  data,  we  doubt 
that  a  trial-type  adversary  hearing  would 
have  shed  any  fiu-ther  light  on  toe  ques¬ 
tion.”  National  Nutritional  Foods  Assoc. 
v.  Weinberger.  512  F.  2d  688,  699  (2d  Cir. 
1975) .  The  same  court  earlier  com¬ 
ment^,-  in  connection  with  toe  formal 
evidentiary  public  hearing  c(niducted  on 
foods  for  special  dietary  uses,  that 
“ialpart  from  toe  point  which  most  trial 
lawyers  have  learned,  through  sad  ex¬ 
perience.  that  early  dreams  of  confoimd- 
ing  experts  by  cross-examination  usually 
are  dreams  indeed,  toe  court  wonders 
how  much  more  there  would  have  been 
for  toe  agency  to  learn  [from  toe  specific 
cross-examination  that  was  requested 
and  denied],”  National  Nutritional  Foods 
Assoc.  V.  FDA.  504  F.  2d  761,  797  (2  Clr. 
1974). 

The  reasons  cited  by  toe  court  for  re¬ 
manding  toe  matter  for  the  purpose  of 
allowing  cross-examination  reveals  that 
it  is  only  in  unusual  circumstances  that 
cross-examination  is  necessary  to  a  full 
and  true  disclosure  of  the  facts  about  a 
scientific  or  technical  subject,  i.e..  when 
a  particular  witness’s  testimony  is  central 
to  a  key  issue,  and  is  based  on  knowl¬ 
edge  that  is  personal  to  him  and  that 
was  not  introduced  through  other  testi¬ 
mony  or  documentation  in  a  manner  that 
permitted  it  to  be  explored  and  analyzed. 

37.  Comments  also  objected  to  the  pro¬ 
visions  on  cross-examination  in  §  2.154 
(c) .  The  comments  stated  that  the  pro¬ 
vision  directing  toe  submission  of  addi¬ 
tional  direct  testimony  in  lieu  of  cross- 
examination  whenever  possible  is  not 
more  efficient  than  permitting  cross- 
examination.  The  comments  stated  that 
§  2.154(c)  (2)  and  (3)  seem  to  require 
that  cross-examination  be  limited  to  is¬ 
sues  of  fact  and  to  take  the  position  that 
it  is  not  an  appropriate  method  for  test¬ 
ing  inferences  and  conclusions  drawn 
from  facts.  The  comments  stated  that  in 
many  FDA  proceedings  the  most  signifi¬ 
cant  issues  involve  the  validity  of  infer¬ 
ences  and  conclusions  drawn  by  expert 
witnesses  from  raw  data,  and  that  cross- 
examination  provides  an  opportunity  to 
test  these  hypotheses,  to  expose  a  witness 
to  additional  facts  that  may  change  his 
conclusions,  and  to  reveal  any  bias  a  wit¬ 
ness  may  have.  The  comments  stated 
that  toe  need  for  cross-examination  is 
increased  by  the  agency’s  desire  to  re¬ 
quire  the  presentation  of  evidence  in 
written  form  whenever  possible  because 
written  testimony  is  carefully  prepared 
in  advance,  generally  with  the  assistance 
of  counsel,  thus  increasing  the  need  for 
an  opportunity  to  confront  witnesses  viva 
voce  in  order  to  test  and  explore  toe  bases 
of  their  written  testimony. 
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The  Commissioner  agrees  that  in  some 
circumstances  it  will  be  more  efficient  to 
schedule  oral  cross-examination  of  spe¬ 
cific  witnesses  than  to  order  the  filing  of 
additional  direct  testimony,  and  believes 
that  the  criteria  set  forth  in  the  regu¬ 
lation  provide  sufficient  discretion  to  the 
presiding  officer  to  adopt  this  course  when 
it  would  advance  the  proceeding.  By  re¬ 
quiring  oral  cross-examination  to  be 
considered  only  upon  a  special  showing, 
the  participants  will  be  encouraged  to 
evaluate  thoroughly  the  written  direct 
testimony  with  a  view  to  limiting  requests 
for  oral  cross-examination  to  those 
specific  witnesses  and  issues  with  respect 
to  which  it  is  reasonably  certain  that 
cross-examination  is  necessary  to  a  full 
and  true  disclosure  of  the  facts.  This 
should  reduce  the  niunber  of  witnesses 
subjected  to  cross-examination,  and  con¬ 
fine  the  scope  of  the  cross-examination 
to  matters  that  are  central  to  the 
proceeding  and  that  are  genuinely  in 
dispute. 

Tlie  regulation  would  not  preclude 
cross-examination  of  witnesses  with  re¬ 
spect  to  inferences  and  conclusions  from 
facts  where  such  inferences  and  conclu¬ 
sions,  by  reason  of  the  expertise  of  the 
witness,  constitute  independent  evidenti¬ 
ary  facts.  Section  2.154(c)  (4)  is  intended 
to  bar  cross-examination  with  respect  to 
inferences  and  conclusions  properly 
made  by  the  Commissioner  based  on  the 
record  evidence. 

The  Commissioner  concludes  that  writ¬ 
ten  direct  testimony  about  scientific, 
medical,  and  technical  facts  can  ordi¬ 
narily  be  adequately  analyzed  and  tested 
against  the  facts  known  to  other  par¬ 
ticipants;  it  is  improbable  that  misstate¬ 
ments  of  fact  and  flaws  in  reasoning  can 
be  so  artfully  concealed  in  written  direct 
testimony  as  to  be  invulnerable  to  rebut¬ 
tal,  even  if  lawyers  do  assist  in  its  prep¬ 
aration.  If  it  appears  that  direct  rebuttal 
is  infeasible  and  that  cross-examination 
is  necessary  to  a  full  and  true  disclosure 
of  the  facts,  the  presiding  officer  has  dis¬ 
cretion  to  order  it. 

38.  One  comment  asserted  that  the  re¬ 
strictions  on  cross-examination  pose 
practical  difficulties.  TTie  comment  pre¬ 
dicted  that  answers  to  written  cross- 
examination  would  doubtless  be  written 
by  or  in  collaboration  with  the  lawyer 
who  presented  testimony  through  the 
witness,  could  easily  be  imresponsive  to 
the  question  put  to  the  witness,  and 
would  offer  no  opportunity  to  frame 
questions  based  on  the  witness’s  answer 
to  a  previous  question,  as  could  be  done 
in  a  case  of  an  oral  cross-examination. 
The  coipment  also  contended  that  a  re¬ 
quirement  that  cross-examination  be 
written  would  delay  ccHnpletion  of  the 
witness’s  testimony. 

’The  Commissioner  recognizes  that 
written  cross-examination  cannot  func¬ 
tion  in  the  same  way  as  oral  cross-ex¬ 
amination,  and  advises  that  it  is  not  in¬ 
tended  to.  ’The  purpose  of  written  cross- 
examination  is  to  focus  the  direct  testi¬ 
mony  on  areas  about  which  there  are 
serious  ouestlons  and  to  elicit  responses 
on  matters  not  addressed.  Responses 
will  often  be  written  with  the  assistance 


of  lawyers.  ’The  Commissioner  does  not 
believe  that  this  will  impede  the  par¬ 
ticipants  and  the  presiding  officer  from 
recognizing  evasive  answers  or  other  de¬ 
vices  for  obscuring  the  issues.  Where 
such  responses  are  given,  the  witness’s 
testimony  will  be  discounted  to  that  ex¬ 
tent,  or  a  request  for  oral  cross-exami¬ 
nation  can  be  entertained. 

Although  written  cross-examination 
does  not  allow  for  framing  questions  in 
light  of  the  immediately  preceding  re¬ 
sponse,  the  Commissioner  notes  that  this 
disadvantage  must  be  considered  in  re¬ 
lation  to  the  countervailing  benefit  to  be 
expected  from  providing  lawyers  with  an 
opportimity  to  formulate  tight  and 
pointed  written  questions  that  isolate 
crucial  issues  and  require  the  witness  to 
respond  in  detail  to  the  examiner’s  view 
of  the  facts.  Not  all  lawyers  are  skilled  at 
oral  cross-examination,  and  it  may  well 
be  that  providing  for  written  cross- 
examination  in  combination  with  oral 
cross-examination  when  specially  Jus¬ 
tified  will  result  in  more  effective  ex¬ 
ploration  of  the  issues  than  a  preceding 
that  puts  a  premium  on  the  supposed 
ability  of  a  lawyer  to  out-think  an  ex¬ 
pert  while  questioning  him. 

'The  Commissioner  agrees  that  requir¬ 
ing  written  cross-examination  may  delay 
completion  of  a  particular  witness’s  tes¬ 
timony,  but  believes  that  this  penalty  is 
outwei^ed  by  the  anticipated  savings 
in  time  that  will  result  from  eliminating 
repetitive  examination  of  witnesses 
whose  testimony  is  not  central,  and  con¬ 
fining  the  examination  of  other  witnesses 
to  matters'  that  are  genuinely  at  issue. 
The  Commissioner  also  notes  that  writ¬ 
ten  direct  testimony  and  cross-examina¬ 
tion  should  permit  greater  flexibility  in 
the  management  of  a  hearing,  for  much 
of  the  written  material  can  be  prepared 
by  the  participants  by  way  of  written  or 
telephonic  commimication,  without  hav¬ 
ing  to  travel  to  a  central  location  for 
an  unpredictable  length  of  time  that  is 
often  out  of  proportion  to  the  value  of 
the  task  to  be  accomplished. 

39.  One  comment  requested  that 
§  2.154  (b)  and  (c)  be  modified  to  assure 
parties  to  an  adjudicatory  proceeding  the 
right  to  give  oral  evidence  and  to  con¬ 
duct  cross-examination  without  a  show¬ 
ing  of  need  or  prejudice. 

The  Commissioner  concludes  that  the 
procedures  for  resolving  an  issue  should 
depend  on  the  nature  of  the  issue  and 
not  on  the  formal  designation  of  the 
hearing  as  rule  making  or  adjudication. 
Where  the  issues  in  an  adjudicatory 
hearing  involve  scientific,  medical,  or 
technical  information  not  relating  to  a 
unique  event  and  therefore  not  within 
the  peculiar  knowledge  of  a  specific  per¬ 
son,  there  is  no  more  reason  to  resolve 
them  exclusively  through  courtroom 
techniques  than  there  would  be  in  a  for¬ 
mal  rule  making  proceeding.  Cases  sup¬ 
porting  this  approach  are  based  on  the 
same  consideration,  i.e.,  that  trial  pro¬ 
cedures  suitable  for  developing  the 
facts  in  a  tort  suit  are  not  necessarily 
aporonriate  for  exploring  the  Issues  in 
a  hearing  concerning  the  evidence  of  ef¬ 
fectiveness  for  a  drug  product  (see 


Cooper  Laboratories,  Inc.  v.  Commis¬ 
sioner.  501  P.  2d  772,  792-793  (D.C.  Cir. 
1974) ) . 

40.  One  comment  stated  that  the  pro¬ 
vision  of  §  2.154(c)  listing  the  factors  to 
be  taken  into  account  by  the  presiding 
officer  when  considering  the  use  of  oral 
cross-examination  should  be  revised  to 
permit  the  officer  broader  discretion  in 
allowing  such  testimony. 

The  Commissioner  concludes  that  it  is 
uimecessary  to  set  forth  explicitly  ad¬ 
ditional  factors  to  be  considered  in  de¬ 
termining  whether  a  request  for  cross- 
examination  should  be  granted,  or  that 
additional  factors  may  be  considered  at 
the  presiding  officer’s  discretion.  *1716 
presiding  officer  must  take  the  listed  fac¬ 
tors  into  account,  but  has  the  authority 
to  weigh  other  relevant  considerations 
in  connection  with  a  specific  request. 

41.  One  comment  contended  that  oral 
cross-examination  should  be  permitted 
in  all  instances  where  oral  direct  ex¬ 
amination  has  been  allowed.  The  com¬ 
ment  asserted  that  preventing  the  use 
of  oral  cross-examination  in  such 
instances  will  severely  restrict  the  full 
and  true  disclosure  of  relevant  facts. 
The  comment  stated  that  requiring  the 
use  of  written  testimony  almost  exclu¬ 
sively  will  burden  interested  parties  with 
additional  attorneys’  fees  for  the  added 
time  required  to  draft  the  documents. 

The  Commissioner  disagrees  that  it 
would  restrict  a  full  and  true  disclosure 
of  the  facts  to  require  written  cross-ex¬ 
amination  of  witnesses  whose  testimony 
is  introduced  orally,  but  concludes  that 
where  a  witness  has  testified  orally  it 
would  in  most  cases  be  more  expeditious 
to  permit  oral  cross-examination,  and 
has  accordingly  added  a  new  paragraph 
(c)  (6)  to  §  2.154  to  provide  that  whether 
direct  testimony  has  been  introduced 
orally  or  in  writing  is  a  factor  that  the 
presiding  officer  should  take  into  account 
in  considering  a  request  to  conduct  oral 
cross-examination. 

The  Commissioner  does  not  believe 
that  the  legal  costs  of  preparing  writ¬ 
ten  testimony  will  necessarily,  or  indeed 
frequently,  exceed  the  costs  of  preparing 
a  witness  and  presenting  oral  testimony. 

42.  Comments  objected  to  the  provi¬ 
sions  of  S  2.154  that  draw  a  distinction 
between  “general  issues’’  and  “particular 
issues’’  in  certain  proceedings  not  in¬ 
volving  rule  making.  The  preamble  to  the 
proposed  regulation  had  noted  that  the 
right  provided  by  the  Administrative 
Procedure  Act  to  submit  oral  testimony 
in  adjudicatory  proceedings  should  be 
interpreted  in  light  of  the  type  of  issues 
involved  rather  than  the  formal  designa¬ 
tion  of  the  proceedings.  Hence,  the  regu¬ 
lation  limits  the  right  to  present  ora! 
evidence  to  “particular  issues.’’  One  c(Hn- 
ment  agreed  that  this  theory  had  been 
applied  by  the  courts,  but  asserted  that 
generally  it  has  been  applied  when  de¬ 
termining  whether  any  hearing  is  re¬ 
quired.  ’The  comments  contended  that 
the  cases  do  not  support  the  proposition 
that  once  a  hearing  has  been  granted,  an 
agency  may  limit  the  right  to  submit  evi¬ 
dence  by  oral  testimony.  A  comment 
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maintained  that  issues  in  an  adjudica¬ 
tory  hearing  are  of  specific  applicability 
to  particular  parties  no  matter  how  gen¬ 
eral  they  are  in  substance.  The  comments 
also  criticized  the  failure  to  extend  this 
“functional  analysis”  to  rule  making  so 
as  to  permit  the  use  of  oral  testimony 
when  “particular  issues”  appear  in  pro¬ 
ceedings  denominated  as  rule  making. 
Several  comments  recommended  that 
S  2.154  simply  reproduce  the  criteria  in 
section  7(c)  of  the  Administrative  Pro¬ 
cedure  Act  (5  U.S.C.  556(d) )  and  as¬ 
serted  that  the  presiding  ofiScer  could  ap¬ 
ply  those  criteria  to  require  written  testi¬ 
mony  where  no  participant  would  be 
prejudiced  by  that  procedure. 

The  distinction  between  general  and 
particular  issues  has  long  been  recog¬ 
nized  by  the  courts  as  affecting  the  type 
of  procedure  required  to  be  provided  to 
resolve  them,  as  the  cases  cited  in  the 
preamble  illustrate.  The  Commissioner 
concludes  that  it  is  anachronistic  to  ap¬ 
ply  mechanically  the  terminology  found 
in  the  Administrative  Procedure  Act  in 
view  of  the  courts’  unwillingness  to  con¬ 
fine  their  analysis  of  the  procedural  re¬ 
quisites  for  administrative  action  to  the 
labels  attached  to  the  proceeding  in¬ 
volved.  The  Commissioner  believes  that 
the  following  quotation  from  City  of 
Chicago  v.  Federal  Power  Commission. 
458  P.  2d  731,  739  (D.C.  Cir.  1971),  cert, 
denied,  405  U.S.  1074  (1972),  accurately 
states  the  current  view: 

In  many  cases,  it  Is  unnecessary,  and  even 
unwise,  to  classify  a  given  proceeding  as 
either  adjudicatory  or  rulemaking.  The  line 
between  the  two  is  frequently  a  thin  one  and 
resolution  of  a  given  problem  will  rarely  turn 
wholly  on  whether  the  proceeding  is  placed 
in  one  category  or  the  other. 

It  makes  little  sense,  for  example,  to 
use  different  procedures  in  hearings  on 
the  safety  and  effectiveness  of  drugs  de¬ 
pending  on  whether  or  not  they  are 
antibiotics,  yet  a  literal  construction  of 
sections  505(e)  and  507(f)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and  sec¬ 
tion  7(c)  of  the  Administrative  Proce¬ 
dure  Act  would  indicate  this  result. 

The  Commissioner  recognizes  that  the 
resolution  of  general  issues  in  adjudica¬ 
tory  hearings  can  have  specific  impact 
on  particular  narties.  This  is  equally  true 
of  the  general  issues  that  are  typically 
involved  in  rule  making,  i.e.,  the  manner 
In  which  a  general  issue  is  resolved  will 
specifically  affect  particular  persons 
when  the  regulation  is  subsequently  ap¬ 
plied.  Moreover,  some  rule  making  pro¬ 
ceedings  involve  only  one  or  a  few 
persons.  Hence,  the  Commissioner  be¬ 
lieves  that  the  nature  of  the  issue  to  be 
resolved  should  be  given  greater  weight 
in  deciding  what  procedure  is  appropriate 
than  should  the  formal  designation  of 
the  type  of  proceeding  in  which  it  arises. 

The  Commissioner  agrees  that  the  dis¬ 
tinction  between  general  and  particular 
issues  for  purposes  of  the  procedural  re¬ 
quirements  for  testimony  at  a  formal 
evidentiary  public  hearing  should  be 
made  applicable  to  both  rule  making  and 
adjudicatory  proceedings,  and  has  modi¬ 
fied  the  regulations  to  so  provide.  The 
Commissioner  emphasizes  that  “particu¬ 
lar  issues”  refers  to  issues  that  relate  to 


specific  past  actions  or  events  and  that 
depend  upon  particular  facts  concerning 
a  specific  person  or  product,  and  advises 
that  such  issues  will  not  often  arise  in 
rule  making  proceedings. 

The  Commissioner  agrees  with  the 
comments  that  the  presiding  officer  is 
empowered  by  section  7(c)  of  the  Ad¬ 
ministrative  Procedure  Act  to  disallow 
use  of  oral  testimony  in  adjudicatory 
proceedings  if  no  prejudice  will  result. 
However,  section  7(c)  is  not  limited  to 
the  presiding  officer’s  authority  at  the 
proceeding,  and  provides  ample  basis  for 
the  criteria  in  §  2.154.  The  regulations 
specifically  provide  that  a  participant’s 
right  to  present  oral  testimony  is  quali¬ 
fied  only  by  his  inability  to  demonstrate 
that  he  will  be  prejudiced  if  he  is  not 
allowed  to  do  so,  which  is  the  standard 
that  the  comments  concede  would  be 
proper  if  applied  by  the  presiding  oflBcer. 

43.  One  comment  objected  to  the  pro¬ 
vision  of  §  2.154(b)  (1)  (i),  which  states 
that  there  must  be  a  showing  “that  writ¬ 
ten  direct  testimony  is  insufficient  to  ad¬ 
duce  testimony  for  a  full  and  true  dis¬ 
closure  of  relevant  evidentiary  facts”  be¬ 
fore  a  request  for  oral  direct  examination 
in  a  rule  making  proceeding  will  be  per¬ 
mitted.  The  comment  asserted  that  im- 
der  section  7(c)  of  the  Administrative 
Procedure  Act,  an  agency  may  require 
written  evidence  only  when  a  party  will 
not  be  prejudiced  thereby.  The  coqiment 
asserted  that  the  additional  condition 
imposed  by  the  regulation  contributes  an 
element  of  uncertainty  as  to  the  mean¬ 
ing  of  the  provision  and  could  place  an 
unwarranted  burden  upon  the  requesting 
party. 

The  Commissioner  advises  that  the  re¬ 
quirement  for  justifying  use  of  oral  di¬ 
rect  testimony  particularizes  the  statu¬ 
tory  standard,  and  so  reduces  the  uncer¬ 
tainty  in  determining  when  a  request  to 
introduce  direct  testimony  orally  rather 
than  in  writing  will  be  granted.  Thus, 
prejudice  will  be  shown  if  the  participant 
demonstrates  that  limiting  the  presenta¬ 
tion  of  testimony  to  a  written  submis¬ 
sion  will  not  result  in  a  full  and  true  dis¬ 
closure  of  relevant  evidentiary  facts. 

44.  One  comment  opposed  §  2.154(e), 
which  places  the  burden  of  establishing 
the  safety  and  effectiveness  of  a  product 
on  any  party  who  is  requesting  approval 
or  contesting  withdrawal  of  such  prod¬ 
uct.  The  comment  stated  that  an  action 
to  withdraw  approval  of  an  NDA  imder 
section  505  of  the  act  must  be  supported 
by  clinical  experience,  tests,  or  iiiforma- 
tion  which  were  not  before  the  agency 
when  the  application  was  approved.  The 
comment  stated  that  the  burden  of  pro¬ 
ducing  evidence  of  this  tvpe  necessarily 
rests  with  the  agency.  The  comment  as¬ 
serted  that  the  statute  does  not  contem¬ 
plate  that  the  holder  of  an  approved 
NDA  be  forced  to  prove  anew  the  safety 
and  efficacy  of  this  product  upon  the 
mere  issuance  by  FDA  of  a  notice  of  pro¬ 
posed  withdrawal. 

The  Commissioner  advises  that  the 
comment  is  based  on  a  confusion  be¬ 
tween  the  provision  in  section  505(e)  of 
the  act  that  the  agency  may  act  on  the 
basis  of  new  information,  and  the  ques¬ 
tion  of  who  bears  the  burden  of  proof 


on  issues  of  safety  and  effectiveness  at 
a  formal  evidentiary  public  hearing  on 
the  withdrawal  of  approval  of  a  product 
for  which  the  act  requires  evidence  of 
safety  and  effectiveness  as  a  condition 
of  marketing.  The  Supreme  Court  in 
Weinberger  v.  Hynson,  Westcott  &  Dun¬ 
ning.  Inc..  412  U.S.  609,  617  (1973),  spe¬ 
cifically  stated  that  the  agency  must 
withdraw  approval  of  an  NDA  “if  the 
manufacturer  fails  to  carry  the  burden 
of  showing  there  is  ‘substantial  evidence’ 
respecting  the  efficacy  of  the  drug.”  That 
the  Commissioner  is  first  required  to 
show  that  there  is  new  evidence  or  new 
information  about  a  drug  that  leads  him 
to  conclude  that  it  can  no  longer  be  re¬ 
garded  as  safe  and  effective,  and  how  this 
may  be  done,  are  s^arate  matters  not 
addressed  in  Subpart  B  of  Part  2. 

Section  2.154<d)  does  not  purport  to 
require  a  manufacturer  to  prove  anew 
the  safety  and  effectiveness  of  a  drug 
merely  upon  issuance  of  a  notice  of  op- 
portimity  for  hearing.  Any  notice  of  op- 
portxmity  for  hearing  must  comply  with 
the  requirements  of  §  314.200  relating 
to  the  contents  of  such  notices,  which 
mmt  state  or  refer  to  the  specific  grounds 
the  proposed  action  is  btised  upon  in 
accordance  with  applicable  statutory  and 
regulatory  standards  establishing  the  cir¬ 
cumstances  for  the  appropriate  consid¬ 
eration  of  withdrawal  of  mariceting  ap¬ 
proval  for  a  new  drug. 

45.  One  comment  stated  that  the  dis¬ 
tinction  in  §  2.155  (21  CFR  2.155)  be¬ 
tween  party  and  nonparty  participants 
is  unsound  and  should  be  abandoned,  at 
least  in  proceedings  that  are  classified  by 
statute  as  “rule  making.” 

The  Commissioner  advises  that  the 
concept  that  all  persons  have  an  unlim¬ 
ited  right  of  participation  irrespective  of 
the  nature  of  their  interest  in  the  pro¬ 
ceeding  has  contributed  to  previous  prob¬ 
lems  in  formal  evidentiary  public  hear¬ 
ings.  Many  persons  have  utilized  formal 
hearings  as  a  forum  for  expoimding  their 
views  on  unrelated  issues  through  the 
medium  of  cross-examination.  Although 
the  presiding  officer  can  control  this 
abuse  of  the  hearing  process  to  a  limited 
extent,  it  is  often  difficult,  in  the  midst 
of  the  hearing  itself,  for  him  to  discern 
from  a  person’s  representations  of  the 
rationale  for  his  examination  whether  or 
not  it  does  or  eventually  will  relate  to  the 
issues.  For  this  reason,  the  presiding  of¬ 
ficer  must  usually  allow  a  line  of  exam¬ 
ination  to  continue  well  past  the  point 
when,  in  retrospect,  it  is  no  longer  rele¬ 
vant.  Even  then,  rulings  have  often  been 
disregarded,  necessitating  further  collo¬ 
quies  and  rulings.  The  Commissioner 
concludes  that  this  time-consuming  ac¬ 
tivity  can  best  be  obviated  by  requiring 
nonoarty  participants  to  demonstrate 
that  their  interests  cannot  be  adequately 
protected  without  additional  rights  of 
participation,  such  as  the  right  to  sub¬ 
mit  written  interrogatories  and  conduct 
cross-examination.  It  is  anticipated  that 
a  participant  who  is  also  a  party  will 
ordinarily  have  a  sufficiently  well-defined 
interest  in  the  proceeding  that  he  will 
confine  his  participation  within  reason¬ 
able  bounds. 
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46.  One  comment  stated  that  I  2.155 
(d)  should  require,  rather  than  merely 
permit,  the  presiding  officer  to  allow  a 
nonparty  participant  to  exercise  the 
lights  of  a  party  when  the  specific  find¬ 
ing  is  made,  i.e.,  that  his  rights  would 
otherwise  not  be  adequately  protected  nr 
that  a  full  and  true  disclosure  of  rele¬ 
vant  evidentiary  facts  so  requires. 

The  Commissioner  agrees  that  when 
the  presiding  officer  finds  that  additional 
rights  of  participation  are  required  to 
protect  the  interests  of  a  nonparty  par¬ 
ticipant  or  for  a  full  and  true  disclosure 
of  relevant  evidentiary  facts,  he  must 
grant  them,  and  has  modified  S  2.154(d) 
to  so  provide. 

47.  One  comment  stated  that  S  2.155  Is 
apparently  irreconcilable  with  §  2.131(b) . 
In  S  2.155,  a  nonparty  participant  has  the 
option  to  attend  conferences,  submit  evi¬ 
dence,  file  objections,  and  so  forth,  but 
is  not  required  to  do  so.  However,  the 
comment  stated  that  in  §  2.131(b),  a 
nonparty  participant  must  have  commit¬ 
ted  himself  to  present  testimony  or  evi¬ 
dence. 

The  Commissioner  advises  that  §  2.155 
distinguishes  between  procedures  that 
are  and  are  not  available  to  a  nonparty 
participant  and  does  not  create  an  op¬ 
tion  Inconsistent  with  the  commitment 
made  in  the  notice  of  appearance.  A  non- 
party  participant  cannot  be  compelled  to 
commit  himself  to  use  any  of  the  proce¬ 
dures  specified  in  §  2.155(a),  but  if  he 
makes  no  commitment,  his  appearance 
will  be  stricken.  Having  made  a  commit¬ 
ment  to  use  particular  procedures  avail¬ 
able  under  §  2.155(a),  a  nonparky  par¬ 
ticipant  is  under  an  obligation  to  fulfU  it. 

48.  A  question  has  arisen  concerning 
the  manner  in  which  the  time  and  place 
of  the  prehearing  conference  are  set  un¬ 
der  which  §  2.157  (21  CFR  2.157) ,  which 
provides  that  the  prehearing  conference 
coimnences  at  the  date,  time,  and  place 
announced  by  the  Commissioner  under 
§  2.118(a)  (8).  The  Commissioner  con¬ 
cludes  that  the  presiding  officer  is  au¬ 
thorized  by  !  2.142(a)  to  modify  the 
terms  of  the  Commissioner’s  notice  when 
necessary  to  assure  the  orderly  progress 
of  the  hearing,  and  that  §  2.157  should  be 
amended  to  state  this  explicitly. 

49.  The  Commissioner  has  determined 
to  eliminate  the  requirement  of  §  2.158 
(a)  that  the  prehearing  conference  not 
commence  until  after  the  time  for  dis¬ 
closure  of  data  and  information  specified 
in  S  2.153.  This  will  allow  the  scheduling 
of  a  prehearing  conference  to  consider 
problems  that  might  arise  in  connection 
with  the  disclosure  of  data  and  informa¬ 
tion.  Since  the  prehearing  conference 
may  occur  at  an  earlier  time  than  origi¬ 
nally  provided,  §  2.158(a)  (2)  has  been 
modified  to  make  clear  that  the  obliga¬ 
tions  of  the  particioants  with  respect  to 
the  prehearing  conference  may  be  met  at 
a  subsequent  session  if  it  is  impracticable 
to  meet  them  at  the  first  session. 

50.  One  comment  as.serted  that  5  2.1.‘>8 
(a)  (2)  (iii)  concerning  the  production  at 
the  prehearing  conference  of  prior  state¬ 
ments  of  witnesses,  is  confusing.  The 
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comment  asserted  that  it  should  be  re¬ 
vised  to  clarify  its  meaning. 

The  Commissioner  advises  that  this 
provision  requires  the  production  of  rele¬ 
vant  prior  written  statements  of  a  parti¬ 
cipant’s  witness  that  were  made  before 
his  witness  status  was  assumed  so  that 
other  participants  may  evaluate  his  writ¬ 
ten  or  oral  testimony  given  during  the 
hearing.  The  Commissioner  is  of  the 
opinion  that  the  terms  of  S  2.158(a)  (2) 
(iii)  are  as  clear  as  they  can  be  made. 

51.  A  question  was  rai^d  whether  un¬ 
der  S  2.158(b)(1)  the  presiding  officer 
may  limit  statements  of  areas  of  dis¬ 
agreement  to  oral  statements  made  for 
the  record  at  the  prehearing  conference, 
rather  than  requiring  or  pr^aring  a 
written  statement  in  each  instcmce. 

The  Commissioner  advises  that  this  Is 
permissible  under  S  2.158(b)  (1)  (Iv)  when 
a  verbatim  transcript  of  the  statement  is 
made  and  approved  by  the  participuits. 
The  Commissioner  concludes  that  the 
introductory  sentence  of  §  2.158(b)(1) 
should  be  revised  to  delete  the  words  “and 
reduce  to  writing,”  which  suggest  that 
there  must  always  be  a  written  state¬ 
ment. 

52.  One  comment  requested  a  revision 
in  §  2.158(b)  (1)  (ii) ,  which  provides  that 
the  presiding  officer  may  at  the  prehear¬ 
ing  conference  require  the  identification 
of  all  witnesses  and  submission  of  the 
testimony  of  such  witnesses.  The  com¬ 
ment  ks^rted  that  this  section  should 
be  revised  to  impose  such  requirements 
only  where  practicable.  The  comment  as¬ 
serted  that  it  is  not  always  possible  to 
identify  all  witnesses  at  the  time  of  a  pre- 
hearing  conference,  or  to  summarize  all 
testimony  to  be  presented.  In  addition, 
the  comment  asserted  that  the  manner 
of  handling  rebuttal  testimony  is'  not 
specified. 

The  Commissioner  advises  that  the 
presiding  officer  is  expected  to  take  into 
account  the  ability  of  participants  to 
comply  with  the  orders  he  Issues,  and 
concludes  that  the  concerns  expressed 
in  the  comment  are  not  Justified. 

The  manner  of  handling  rebuttal  tes¬ 
timony  will  be  determined  by  the  presid¬ 
ing  officer  in  accordance  with  the  cri¬ 
teria  in  §  2.158(b). 

53.  One  comment  opposed  the  provision 
of  §  2.158(b)  (3)  permitting  the  presiding 
officer  to  group  participants  with  similar 
interests  for  the  purposes  of  the  hearing 
to  eliminate  duplicative  or  repetitive  de¬ 
velopment  of  the  evidence.  The  comment 
asserted  that  such  grouping  was  a  dep¬ 
rivation  of  the  right  of  a  party  to  be 
represented  by  his  own  counsel  and  was 
therefore  arbitrary  and  unauthorized  by 
law.  In  addition,  the  comment  asserted 
that  as  a  practical  matter  there  would  be 
few  instances  in  which  a  presiding  offi¬ 
cer  could  reasonably  determine  that  cer¬ 
tain  participants  have  like  interests. 

The  Commissioner  advises  that  group¬ 
ing  of  participants  with  like  interests  for 
purposes  of  developing  evidence  at  a  for¬ 
mal  evidentiary  public  hearing  is  fully 
authorized  by  law.  See  National  Nutri¬ 
tional  Foods  Assoc.  V.  Food  and  Drug 
Administration,  504  P.  2d  761,  795  (2d 
Cir.  1974) .  The  comment  gives  no  reason 


why  it  would  be  difficult  for  a  presiding 
officer  to  determine  if  participants  have 
like  interests,  and  the  Commissioner  sees 
none.  If  ttie  presiding  officer  cannot  make 
the  necessary  determination,  he  will  not 
group  participants. 

54.  One  comment  questioned  §  2.160 
(hi  (21  CFR  2.160(h),  which  requires 
liearing  proceedings  to  be  closed  for  the 
taking  of  oral  testimony  relating  to  mat¬ 
ters  specified  in  S  2.5  (J)  (3)  (21  CFR  2.5 
(J )  (3) )  of  the  proposed  procedural  regu- 
laticms,  e.g.,  trade  secret  matters  or  mat¬ 
ters  that  would  constitttte  an  invasion 
of  privacy.  The  comment  stated  that  this 
provision  makes  no  menticm  of  written 
testimcHiy  and  that  it  is  unclear  how  such 
testimony  will  be  handled.  In  addition, 
the  comment  stated  that  S  2.162(c)  (21 
CFR  2.162(c) )  seems  to  nullify  the  effect 
of  the  closed  hearing  procedures  pre¬ 
scribed  in  §  2.160(h)  because  it  provides 
that  fmy  reference  to  matters  specified  in 
proposed  S2.5(J)(3)  shall  be  permitted 
in  briefs  and  oral  arguments  when  “es¬ 
sential  to  resolution  of  the  issues  in¬ 
volved.”  The  comment  stated  that  there 
is  no  provision  in  S  2.5 (J)  (3)  prc^ibiting 
the  disclosure  of  briefs  and  oral  argu¬ 
ment,  with  the  result  that  the  regulation 
cannot  be  reconciled  with  the  provisions 
of  s  4.82  (21  CFR  4.82),  which  prohibit 
the  Commissioner  from  making  certain 
specified  records  available  for  public  dis¬ 
closure. 

The  Conunissioner  advises  that  this 
matter  is  specifically  dealt  with  in 
S  2.5 (J)  (3),  which  provides  that  mate¬ 
rial  submitted  in  a  formal  evidentiary 
public  hearing  that  is  within  the  scope 
of  §  2.5 (j)  (3)  (i)  will  be  handled  in  ac¬ 
cordance  with  §  2.5(J)(3)(il).  Written 
testimony  is  cme  type  of  material  subject 
to  this  provision. 

The  Commissioner  believes  that  it  is 
extremely  imlikely  that  it  will  be  neces¬ 
sary  to  refer  to  a  matter  within  §  2.5  (J) 
(3)  as  part  of  written  or  oral  argument, 
but  that  if  such  reference  is  necessary 
to  make  the  argument  comprehensible, 
it  should  be  permitted.  The  rarity  with 
which  this  will  occur  means  that  §  2.160 
(h)  will  be  given  full  effect  in  virtually 
all  cases,  and  thus  is  not  nullified. 

The  Commissioner  advises  that  S  2.5 
(J)  (3)  specifically  relates  to  all  material 
submitted  at  a  formal  evidentiary  public 
hearing,  including  briefs.  However,  it  is 
the  intention  of  S  2.162(c)  to  permit  pub¬ 
lic  reference  to  matters  covered  by  S  2.5 
(J)  (3)  in  the  unusual  situation  where 
that  is  necessary  to  the  presentation  of 
,  a  coherent  argument  because  such  mat¬ 
ters  are  essential  to  the  resolution  of  the 
issues  involved  in  the  proceeding.  Mat¬ 
ters  covered  by  §  2.5(J)  (3)  will  be  known 
only  by  those  entitled  to  have  access  to 
them,  and  references  to  them  will  there¬ 
fore  ordinarily  be  made  only  by  those  in 
a  position  to  waive  any  right  to  nordis- 
closure  applicable  to  the  information 
referenced. 

55.  It  has  been  suggested  that  the  offer 
of  proof  provided  for  in  5  2.160(d)  (2) 
serves  no  purpose  and  wastes  time  during 
a  hearing.  Specifically,  because  its  only 
purpose  is  to  aoprise  the  Commissioner 
of  what  testimony  would  have  been  in- 
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troduced  had  it  not  been  ruled  inadmis¬ 
sible,  and  not  to  affect  the  presiding  of¬ 
ficer’s  decision,  the  “offer  of  proof”  can 
be  made  at  a  later  time  in  the  form  of 
exceptions  to  the  presiding  officer’s  deci¬ 
sion  or  in  the  accompanying  brief  or 
memorandum,  without  the  necessity  of 
articulating  it  during  the  hearing  itself. 

The  Commissioner  agrees  with  the 
suggestion  and  has  modified  §  2.160(d) 
(2)  accordingly. 

56.  One  comment  opposed  S  2.160(h) 
relating  to  closed  hearings.  The  comment 
stated  that  to  the  extent  that  there  is  no 
disclosure  of  material  facts  to  other 
parties  who  opposed  the  position  of  the 
witness  testifying  in  clos^  hearing,  the 
decision  of  FDA  would  rest  upon  evidence 
not  made  available  to  the  other  parties 
and  could  therefore  not  be  the  result  of 
a  fair  hearing. 

’The  Commissioner  advises  that  the 
statutes  that  define  his  responsibilities 
may  sometimes  require  that  he  make  a 
decision  on  a  matter  based  in  part  on  in¬ 
formation  that  may  not  be  publicly  dis¬ 
closed.  Although  the  Commissioner  ex¬ 
pects  that  this  potential  will  be  realized 
only  rarely  in  the  context  of  a  formal 
hearing,  he  must  nevertheless  make  pro¬ 
vision  for  it.  The  Commissioner  realizes 
that  this  will  place  a  difficult  burden  on 
participants  who  are  not  given  access  to 
the  information,  but  concludes  that  this 
burden  is  unavoidable  imder  the  exist¬ 
ing  statutory  scheme.  Every  effort  will 
be  made  to  overcome  the  difficulties  this 
presents  in  the  context  of  the  proceeding 
in  which  the  situation  arises. 

57.  One  comment  noted  that  under 
§  2.160(i) ,  a  party  may  at  any  time  move 
for  an  order  that  the  taking  of  evidence 
be  concluded.  The  comment  stated  that 
there  is  no  requirement  that  the  motion 
to  conclude  the  taking  of  evidence  be 
supported  by  documentation,  affidavit,  or 
argument,  whereas  the  opposition  to  the 
motion  must  be  so  supported.  The  com¬ 
ment  asserted  that  the  party  who  sub¬ 
mits  the  motion  to  conclude  the  taking 
of  evidence  should  have  the  burden  of 
showing  the  basis  for  his  motion.  Also, 
the  comment  stated  that  under  §  2.165 
(21  C)FR  2.165)  a  motion  may  always  be 
made  on  any  subject  being  considered  at 
the  hearing  without  the  “embellish¬ 
ments”  contained  in  §  2.160  (i) . 

’The  Commissioner  advises  that  a  mo¬ 
tion  to  conclude  the  taking  of  evidence 
would  be  based  on  a  representation  that 
in  the  opinion  of  the  moving  party  all 
the  evidence  that  is  likely  to  be  submitted 
in  the  proceeding  has  been  submitted, 
and  thus  to  require  participants  to  iden¬ 
tify  any  additional  evidence  they  think  is 
relevant  to  their  case.  This  procedure  is 
necessary  to  deal  with  the  situation  in 
which  all  participants  and  the  presiding 
officer  are  in  a  state  of  uncertainty  about 
whether  or  not  the  proceeding  is  near  or 
at  an  end  by  the  unwillingness  or  inabil¬ 
ity  of  some  participants  to  organize 
their  case  or  to  consider  the  possibility 
that  they  have  in  fact  exhausted  the  ev¬ 
idence  favorable  to  their  position.  It 
would  serve  no  purpose  to  require  sup¬ 
porting  documentation  or  argument  for 
a  motion  of  this  sort:  The  moving  party 


does  not  have  detailed  knowledge  of  what 
further  evidence  other  participants 
might  possibly  wish  to  present,  but 
merely  believes  that  they  have  none:  the 
motion  is  thus  intended  to  place  the  bur¬ 
den  of  justifying  the  continued  expendi¬ 
ture  of  everyone’s  time  and  effort  on  the 
participant  who  believes  that  further 
proceedings  are  necessary.  If  they  are, 
it  should  be  a  simple  matter  to  show  it. 

1!he  Commissioner  concludes  that  it  is 
appropriate  to  Include  a  specific  pro'- 
cedure  for  bringing  the  taking  of  evi¬ 
dence  to  a  close.  The  regffiations  provide 
for  inany  written  procedures  under  the 
general  supervision  of  the  presiding  of¬ 
ficer,  and  there  is  a  correspondingly 
greater  need  for  a  mechanism  that  fo¬ 
cuses  the  participants’  attention  on  the 
course  of  the  proceeding  when  it  appears 
to  be  reaching  the  point  at  which  it 
fairly  can  and  should  be  formally 
concluded. 

58.  A  question  was  raised  whether 
§  2.160  (i),  authorizing  a  motion  to  con¬ 
clude  the  taking  of  evidence,  is  too  re¬ 
strictive,  i.e.,  whether  the  presiding  of¬ 
ficer  should  be  given  the  option  of  han¬ 
dling  such  a  motion  in  a  manner  differ¬ 
ent  from  the  three  specified.  The  Com¬ 
missioner  agrees,  and  is  therefore  adding 
to  §  2.160 (i)  a  clause  permitting  the  pre¬ 
siding  officer  to  take  such  action  on  the 
motion  as  is  appropriate  imder  the 
circumstances. 

59.  One  comment  stated  that  the  defi¬ 
nition  of  official  notice  in  §  2.161  (21  CFR 
2.161)' is  narrower  than  it  should  or  needs 
to  be.  The  comment  contended  that  offi¬ 
cial  notice  is  broader  than  judicial  notice 
in  areas  of  agency  expertise  and  contrib¬ 
utes  to  the  efficiency  and  simplicity  of 
the  determinations  of  the  agency,  which 
otherwise  would  have  to  relitigate  al¬ 
ready  decided  facts.  The  comment  cited 
regulations  of  the  Environmental  Pro¬ 
tection  Agency  (40  CJFR  164.81(e)),  the 
Nuclear  Regulatory  Commission  (10  CFR 
2.743  (i) ) ,  the  Federal  Power  Commission 
(18  CFR  1.26(d)),  the  Department  of 
Labor  Occupational  Safety  and  Health 
Administration  (29  CFR  40.22(c)  and 
1905.26(d)),  the  Postal  Service  (39  CFR 
3001.31  (j)),  and  the  Securities  and  Ex¬ 
change  Commission  (17  CFR  201.14(d) ) 
as  nermitting  official  notice  of  matters 
within  the  expert  knowledge  of  the 
agency. 

The  Commissioner  agrees  that  the 
scope  of  official  notice  in  FDA  proceed¬ 
ings  should  be  as  broad  as  that  of  other 
administrative  and  regulatory  agencies, 
and  has  modified  §  2.161  accordingly. 

60.  One  comment  suggested  that  §  2. 
164(c)  (21  CFR  2.164(c)),  entitling  any 
person  to  a  copy  of  the  transcript  of  a 
formal  evidentiary  public  hearing  upon 
payment  of  costs  to  the  official  reporter, 
should  be  revised  to  require  the  agency 
to  Place  the  transcript  orders  for  all  par¬ 
ticipants.  'The  comment  asserted  that 
quantity  purchases  reduce  the  cost  of 
transcripts  and  that  this  revision  would 
reduce  the  costs  for  all  persons  seeking 
transcripts. 

The  Commissioner  advises  that  par¬ 
ticipants  may  obtain  copies  of  transcripts 
by  making  a  request  under  the  public  in¬ 


formation  provisions  in  Part  4  (21  CFR 
Part  4),  and  that  it  is  unlikely  that  a 
quantity  purchase  fr(»n  the  recording 
service  would  result  in  a  lower  cost  than 
that  assessed  for  meeting  such  a  request. 
If  the  participants  wish  to  make  a  joint 
request  of  the  recording  service  through 
one  of  their  number,  they  are  of  course 
free  to  do  so. 

61.  It  has  been  suggested  that  where 
the  agency  does  not  preside  at  the  re¬ 
ception  of  the  evidence,  the  presiding 
offers’  decision  should  always  be  an  ini¬ 
tial  decision,  i.e.,  a  decision  that  is  made 
publicly  available  upon  filing  with  the 
Hearing  Clerk  and  that  becomes  the  de¬ 
cision  of  the  Commissioner  unless  within 
a  fixed  period  of  time  after  such  filing  a 
participant  appeals,  or  the  Commissioner 
elects  to  review  the  decision.  Section 
2.118(a)  (10)  provides  that  the  Commis- 
si(mer  will  specify  in  the  notice  of  hear¬ 
ing  whether  the  presiding  officer  is  to 
issue  an  initial  decision  or  a  recom¬ 
mended  decision.  A  recommended  deci¬ 
sion  is  forwarded,  with  the  record  of  the 
hearing,  to  the  Commissioner,  who  issues 
a  tentative  order. 

The  Commissioner  agrees  that  little 
purpose  is  served  by  the  recommended 
decision  procedure,  which  merely  re¬ 
quires  what  the  initial  decision  procedure 
allows,  i.e.,  a  full  review  of  the  entire 
record  by  the  Commissioner  and  a  final 
decision  by  him.  Accordingly,  the  C(Mn- 
missioner  is  deleting  the  provisions  re¬ 
lating  to  the  recommended  decision  pro¬ 
cedure.  All  formal  evidentiary  public 
hearings  will  result  in  an  initial  decision, 
subject  to  appeal  by  a  participant  or  re¬ 
view  by  the  Commissioner  on  his  own 
initiative. 

62.  It  has  been  suggested  that  the  re¬ 
quirement  of  §  2.180(a)  (21  CFR  2.180 
(a))  that  the  presiding  officer  prepare 
and  file  his  decision  within  90  days  of 
the  filing  of  briefs  and  oral  argiunent 
may  be  too  restrictive  where  a  hearing 
has  been  lengthy  and  complex  or  there 
is  a  conflict  with  demands  imposed  by 
other  pending  matters.  The  Commis¬ 
sioner  is  therefore  revising  §  2.180(a)  to 
provide  that  the  time  for  filing  an  ini¬ 
tial  decision  may  be  extended  by  the 
Commissioner  if  the  presiding  officer  so 
requests  and  states  reasons  why  addi¬ 
tional  time  is  needed. 

63.  One  comment  recommended  revi¬ 
sion  of  §  2.180(c) ,  which  states  that  spe¬ 
cific  details  and  dociunents  subject  to 
nondisclosure  under  §  2.5 (j)  (3)  may  be 
disclosed  in  initial  decisions  if  “essen¬ 
tial  to  resolution  of  the  issues  involved.” 
’The  comment  stated  that  this  section 
should  be  revised  to  make  clear  that 
trade  secrets  or  confidential  information 
cannot  be  disclosed  by  the  Government  in 
violation  of  18  U.S.C.  1905  and  21  U.S.C. 
331  (j)  in  any  instance. 

The  Commissioner  concludes  that  this 
provision  will  rarely  be  apolicable,  but 
that  when  it  is,  the  necessity  for  accu¬ 
rately  and  comprehensibly  stating  the 
basis  for  decision  in  a  formal  evidentiary 
public  hearing  must  prevail  over  con¬ 
trary  provisions  in  the  law.  The  Com¬ 
missioner  believes  that  this  is  authorized 
by  the  requirements  for  judicial  review 
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of  public  hearings  and  by  the  specific 
provision  in  section  301(j)  of  the  act  for 
disclosure  of  information  in  judicial  pro¬ 
ceedings,  of  which  a  formal  evidentiary 
public  hearing  is  a  precursor. 

64.  It  has  been  suggested  that  not  all 
decisions  pursuant  to  a  formal  eviden¬ 
tiary  public  hearing  are  of  widespread 
public  interest,  and  that  in  such  cases 
there  should  be  provision  for  publication 
of  a  notice  in  the  Pedkral  Register  stat¬ 
ing  what  the  decision  is  and  how  it  can 
be  obtained  in  place  of  publication  of 
the  decision  in  its  entirety. 

The  Commissioner  agrees,  and  is  add¬ 
ing  new  paragraph  (f )  to  §  2.180  and 
new  paragraph  (g)  to  !  2.182  (redesig¬ 
nated  §  2.181)  to  so  provide. 

65.  The  Commissioner  has  determined 
that  the  method  provided  in  9  2.182*(re- 
designated  9  2.181)  by  which  an  initial 
decision  may  be  appealed  should  be. 
modified  to  eliminate  the  notice  of  ap¬ 
peal  and  the  simultaneous  filing  of 
briefs.  Instead,  any  participant  who  is 
dissatisfied  with  the  initial  decision  may 
appeal  it  by  filing  exceptions  to  the  de¬ 
cision  with  the  Hearing  Clerk.  Other 
participsmts  may  then  file  replies  to  the 
exceptions.  The  time  for  filing  excep¬ 
tions  and  replies  will  be  specified  in  the 
initial  decision,  but  shall  not  exceed  30 
days.  The  time  may  be  extended  by  the 
Commissioner. 

The  Commissioner  has  10  davs  after 
the  expiration  of  the  time  for  filing  ex¬ 
ceptions  (including  any  extensions)  in 
which  to  file  a  notice  with  the  Hearing 
Clerk,  that  he  intends  to  review  the  ini¬ 
tial  decision  on  his  own  initiative.  The 
Commissioner  may  invite  the  partici¬ 
pants  to  file  briefs  or  present  oral  argu¬ 
ment  on  the  matter. 

The  Commissioner  believes  that  these 
procedures  will  result  in  the  more  expe¬ 
ditious  appeal  of  initial  decisions. 

66.  The  Commissioner  concludes  that 
the  procedure  in  §  2.184  (redesignated 
9  2.182)  for  certification  of  the  record  of 
an  initial  decision  for  purposes  of  review 
by  the  Commissioner  is  unnecessary,  and 
is  therefore  deleting  it  from  the  final 
regulations. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Pood,  Drug,  and  Cosmetic 
Act,  (Sec.  201  et  seq.,  52  Stat.  1040;  21- 
U.S.C.  321  et  seq.),  the  Public  Health 
Service  Act  (sec.  1  et  seq.,  58  Stat.  682, 
as  amended;  42  U.S.C.  201  et  seq.),  the 
Comprehensive  Drug  Abuse  Prevention 
and  Control  Act  of  1970  (sec.  4,  84  Stat. 
1241;  42  U.S.C.  257a),  the  Controlled 
Substances  Act  (sec.  301  et  seq.,  84  Stat. 
1253;  21  U.S.Cv  821  et  seq.),  the  Federal 
Meat  Inspection  Act  (sec.  409(b) ,  81  Stat. 
600  ;  21  UJS.C.  679(b) ) ,  the  Poultry  Prod¬ 
ucts  Inspection  Act  (sec.  24(b),  82  Stat. 
807;  21  U.S.C.  467f  (b) ) .  the  Egg  Prod¬ 
ucts  Inspection  Act  (sec.  2  et  seq.,  84  Stat. 
1620;  21  UB.C.  1031  et  seq.),  the  Federal 
Imoort  Milk  Act  (44  Stat.  1101;  21 
U.S.C.  141  et  seq.),  the  Tea  Importation 
Act  (21  U.S.C.  41  et  seq.),  the  Federal 
Caustic  Poison  Act  (44  Stat.  1406;  15 
U.S.C.  401-411  notes),  the  Fair  Packag¬ 
ing  and  Labeling  Act  (80  Stat.  1296;  15 
U.S.C.  1451  et  seq.),  and  all  other  statu¬ 
tory  authority  delegated  to  the  Commis¬ 


sioner  (21  CFR  5.1)  (recodification  pub¬ 
lished  in  the  Federal  Register  of  June  15, 
1976  (41  PR  24262) ),  Chapter  I  of  TiUe 
21  of  the  Code  of  Federal  Regulations  is 
amended  as  follows: 

1.  In  Part  2  by  revising  Subpart  B  to 
read  as  follows: 

Subpart  B — Formal  Evidentiary  Public  Hearings 

Sec. 

2.100  Scope  of  subpart. 

2.110  Initiation  of  a  formal  evidentiary  pub¬ 

lic  hearing  invcdving  the  Issuance, 
amendment,  or  revocation  of  a  regu¬ 
lation. 

Initiation  of  Proceedings 

2. 1 1 1  Initiation  of  a  formal  evidentiary  pub¬ 

lic  hearing  involving  the  issuance, 
amendment,  or  revocation  of  an 
order. 

2.112  Filing  objections  and  requests  for  a 

a  hearing  on  a  regulation  or  order. 

2.113  Ruling  on  objections  and  requests  for 

hearing. 

2.114  Modification  or  revocation  of  regula¬ 

tion  or  order. 

2.115  Denial  of  formal  evidentiary  public 

bearing  in  whole  or  in  part. 

2.116  Judicial  review  after  waiver  of  hear¬ 

ing  on  a  regulation. 

2.1 17  Request  for  alternative  form  of  public 

hearings. 

2.118  Notice  of  hearing;  stay  of  action. 

2.119  Effective  date  of  a  regulation. 

2.120  Effective  date  of  an  order. 

Appearance  and  Participation 

2.130  Appearance. 

2.131  Written  notice  of  participation. 

2.135  Advice  on  public  participation  in  for¬ 
mal  evidentiary  hearings. 

PREsmiNG  Officer 

2.140  Presiding  officer. 

2.141  Commencement  of  functions. 

2.142  Authority  of  presiding  officer. 

2.143  Disqualification  of  presiding  officer. 

2.144  UnavaUabUity  of  presiding  officer. 

Hearing  Procedures 

2.150  Filing  and  service  of  submissions. 

2.151  Petition  to  participate  in  forma  pau¬ 

peris. 

2.162  Advisory  opinions. 

2.153  Disclosure  of  data  and  information  by 

the  participants. 

2.154  Purpose;  oral  and  written  testimony; 

burden  of  proof. 

2.155  Participation  of  nonparties. 

2.158  Conduct  at  oral  hearings  or  confer¬ 
ences. 

2.157  Time  and  place  of  prehearing  confer¬ 

ence. 

2.158  Prehearing  conference  procedure. 

2.159  Summary  decisions. 

2.160  Receipt  of  evidence. 

2.161  Official  notice. 

2.162  Briefs  and  argument. 

2.163  Interlocutory  appeal  from  ruling  of 

presiding  officer. 

2.164  Official  transcript. 

2.165  Motions. 

Administrative  Record 

2.170  Administrative  r^rd  of  a  formal  evi¬ 

dentiary  public  hearing. 

2.171  Examination  of  administrative  record. 

2.172  Correction  of  administrative  record. 

2.173  Record  for  administrative  decision. 

Initial  and  Final  Decisions 

2.180  Initial  decision. 

2.181  Appe4il  from  or  review  of  initial  de¬ 

cision. 

2.182  Decision  by  Commi<’sioner  on  appeal 

or  review  of  initial  decision. 

2. Ri3  Reconsldertaion  and  stay  of  action. 


Judicial  Review 

Sec. 

2.190  Review  by  the  courts. 

2:191  Copies  of  petitions  for  iudlcial  review. 

AuTRoanT:  Sec.  201  et  seq..  Pub.  L.  717, 

52  Stat.  1040  as  amended  (21  UB.C.  321  et 
seq.) ;  sec.  1  et  seq..  Pub.  L.  410,  58  Stat.  682 
as  amended  (42  UB.C.  201  et  seq.);  sec.  4, 
Pub.  L.  91-513,  84  Stat.  1241  (42  UB.C.  257a) ; 
sec.  301  et  seq..  Pub.  L.  91-513,  84  Stat.  1253 
(21  UB.C.  821  et  seq.);  sec.  409(b).  Pub.  L. 
242,  81  Stat.  600  (  21  UB.C.  679(b));  sec.  24 
(b).  Pub.  L.  85-172,  82  Stat.  807  (21  UB.C. 
467f(b));  sec.  2  et  seq..  Pub.  L.  91-597,  84 
Stat.  1620  (21  UB.C.  1031  et  seq.);  secs.  1 
through  9,  Pub.  L.  625,  44  Stat.  1101-1103 
as  amended  (21  UB.C.  141-149);  secs.  1 
through  10,  Chapter  358,  29  Stat.  604-609  as 
amended  (21  UB.C.  41-50);  sec.  et  seq.. 
Pub.  L.  783,  44  Stat.  1406  as  amended  (15 
n.S.C.  401  et  seq.) ;  sec.  1  et  seq..  Pub.  L.  89- 
755,  80  Stat.  1296  as  amended  (15  UB.C.  1451 
et  seq.). 

Subpart  B — Formal  Evidentiary  Public 
Hearings 

§  2.100  Scope  of  subpart. 

Subpaxt  B  governs  the  procedures  ap¬ 
plicable  whenever  any  of  the  following 
applies; 

(a)  A  person  has  a  right  to  an  oppor¬ 
tunity  for  a  hearing  under  the  provisions 
of  the  laws  administered  by  the  Commis¬ 
sioner  specified  in  9  2.12(c) . 

(b)  The  Commissioner  concludes,  in 
his  discretion,  that  it  would  be  in  the 
public  interest  to  hold  a  formal  evidenti¬ 
ary  public  hearing  on  any  matter,  or 
class  of  matters,  of  importance  pending 
before  the  Food  and  Drug  Administra¬ 
tion. 

Initution  of  Proceedings 

§  2.110  Initiation  of  a  formal  eviden¬ 
tiary  public  hearing  involving  the 
issuance,  amendment,  or  revocation 
of  a  regulation. 

(a)  An  administrative  proceeding  in 
which  there  is  an  opportunity  for  a 
formal  evidentiary  public  hearing  pursu¬ 
ant  to  sections  409(f) ,  502 (n) ,  507(f) ,  512 
(n)(5).  701(e).  or  706(d)  of  the  act  or 
sections  4  or  5  of  the  Fair  Packaging  and 
Labeling  Act  involving  the  issucmce, 
amendment,  or  revocation  of  a  regula¬ 
tion  shall  be  initiated; 

(1)  By  the  Commissioner  on  his  own 
initiative,  e.g..  as  provided  in  9  121.72  for 
food  additives,  or 

(2)  By  a  petition  fr(Hn  an  interested 
person: 

(i)  In  the  form  specified  in  other  iq>- 
plicable  sections  in  this  chapter,  e.g..  the 
form  for  a  color  additive  petition  in 
§  8.4  of  this  chapter  or  the  form  for  an 
antibiotic  petition  in  9  431.50  of  this 
chapter,  or 

(li)  If  no  form  is  specified  in  other  ap¬ 
plicable  sections  of  this  chapter,  in  the 
form  specified  in  9  2.7. 

(b)  Upon  receiving  a  petition  sub¬ 
mitted  pursuant  to  paragraph  (a)  (2)  of 
this  section,  the  Commissioner  shall: 

(1)  If  it  involves  any  matter  subject 
to  section  701(e)  of  the  act  or  sections  4 
or  5  of  the  Fair  Packaging  and  Label¬ 
ing  Act,  and  meets  the  requirements  for 
filing,  foPow  the  provisions  of  9  2.10  (b) 
through  (f). 

(2)  If  it  relates  to  a  color  additive  or 
food  additive,  and  the  petition  meets 
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the  requirements  for  filing  in  §§  8.4,  8.5, 
and  121.51  through  121.53  of  this  chap¬ 
ter,  publish  a  notice  of  filing  of  the  peti¬ 
tion  in  the  Federal  Register  within  30 
days  after  the  petition  is  filed  in  lieu  of 
a  notice  of  proposed  rule  making. 

(c)  The  Commissioner  may  issue, 
amend,  or  revoke  an  antibiotic  regula¬ 
tion  without  the  requirements  of  notice 
and  public  procedure  in  §  2.10(b)  or  de¬ 
layed  effective  date  in  §  2.10(c)  (4)  on  his 
own  initiative  or  as  a  result  of  a  petition 
containing  the  required  evidence  of 
safety  and  effectiveness  in  the  circum¬ 
stances  set  forth  in  $  2.10(e)(1). 

(d)  The  notice  published  in  the  Fed¬ 
eral  Register  promulgating  the  regula¬ 
tion  shall  state  the  time,  place,  and 
method  for  adversely  affected  persons  to 
submit  objections  and  requests  for  hear¬ 
ing,  and  that  objections  and  requests  for 
hearing  shall  be  submitted  in  accordance 
with  the  requirements  of  this  Part. 

(e)  On  or  before  the  30th  day  after 
the  date  of  the  publication  in  the  Fed¬ 
eral  Register  of  a  final  regulation,  or  of 
a  notice  withdrawing  a  proposal  initiated 
by  a  petition  pursuant  to  §  2.6(a),  sub¬ 
ject  to  this  section,  any  person  who 
would  be  adversely  affected  if  such  regu¬ 
lation  were  placed  in  effect  may  submit 
written  objections  thereto  to  the  Com¬ 
missioner  and  may  make  a  written  re¬ 
quest  for  a  formal  evident4ary  public 
hearing  on  the  stated  objections.  This 
30-day  period  shall  not  be  extended  by 
the  Commissioner,  except  that  additional 
information  supporting  any  such  objec¬ 
tion  may  be  received  after  30  days  upon 
a  showing  of  inadvertent  omission  and 
hardship,  and  if  review  of  the  objection 
and  request  for  hearing  will  not  thereby 
be  impeded.  In  the  case  of  any  petition 
or  proposal  to  issue,  amend,  or  repeal  a 
color  additive  regulation  after  publica¬ 
tion  of  the  final  regulation,  if  referral 
of  such  petition  or  proposal  is  made  to 
an  advi^ry  committee  in  accordance 
with  section  706(b)  (5)  (C)  of  the  act, 
written  objections  and  requests  for  a 
hearing  may  be  submitted  on  or  before 
the  30th  day  after  the  date  on  which 
the  Commissioner  publishes  his  order 
confirming  or  modifying  his  previous 
order. 

§  2.111  Initiation  of  a  formal  eviden¬ 
tiary  public  hearing  involving  the 
issuance,  amendment,  or  revocation 
of  an  order. 

(a)  An  administrative  proceeding  in 
which  there  is  an  opportunity  for  a 
formal  evidentiary  public  hearing  pur¬ 
suant  to  sections  505  (d)  or  (e) ,  512  (d) , 
(e).  (m)(3),  or  (m)(4)  of  the  act,  or 
section  351(a)  of  the  Public  Health  Serv¬ 
ice  Act,  involving  the  issuance,  amend¬ 
ment,  or  revocation  of  an  order  shall  be 
Initiated: 

(1)  By  the  Commissioner  on  his  own 
initiative,  or 

(2)  By  a  petition  submitted  in  the 
form  specified  in  other  applicable  sec¬ 
tions  in  this  chapter,  e.g.,  §  314.1(c)  for 
new  drug  applications,  §  514.1  for  new 
animal  drug  applications,  §  514.2  for  ap¬ 
plications  for  animal  feeds,  or  $^601.3  for 
licenses  for  biologic  products,  or 


(3)  By  a  petition  from  an  interested 
person  in  the  form  specified  in  §  2.7. 

(b)  A  notice  of  opportunity  for  hear¬ 
ing  on  any  proposal  to  deny  or  revoke 
approval  of  an  order  or  any  part  thereof 
shall  be  published  in  the  Federal  Reg¬ 
ister  together  with  an  explanation  of 
the  grounds  for  the  proposed  action.  The 
notice  of  opportunity  for  hearing  shall 
state  the  time,  place,  and  method  for 
adversely  affected  persons  to  submit  re¬ 
quests  for  hearing,  and  that  requests  for 
hearing  shall  be  submitted  in  accordance 
with  the  requirements  of  this  Part.  The 
applicant  for  or  holder  of  the  approval 
or  license  that  is  the  subject  of  the  order 
in  question  and  all  other  persons  subject 
to  the  notice  shall  have  30  days  after 
issuance  of  the  notice  within  which  to 
request  a  hearing  on  the  proposed  action 
pursuant  to  the  provisions  of  §§  314.200, 
514.200,  and  601.7(a)  of  this  chapter. 
This  30-day  period  shall  not  be  extended 
by  the  Commissioner. 

(c)  In  considering  the  issuance, 
amendment,  or  revocation  of  an  order, 
the  Commissioner  may  use  any  applica¬ 
ble  optional  procedure  specified  in  §  2.7 
(g). 

§  2.112  Filing  objections  and  requests 
for  a  hearing  on  a  regulation  or 
order. 

(a)  Objections  to  agency  action  and 
requests  for  a  hearing  submitted  pur¬ 
suant  to  §  2.110(d)  shall  be  submitted 
to  the  Hearing  Clerk  and  shall  be  ac¬ 
cepted  for  filing  if  they  comply  with  all 
of  the  following  conditions: 

(1)  Objections  and  requests  for  a 
hearing  shall  be  submitted  on  or  before 
the  day  specified  in  §  2.110(d) . 

(2)  Each  objection  to  a  specific  provi¬ 
sion  of  the  Commissioner’s  regulation  or 
proposed  order  shall  be  separately  num¬ 
bered. 

(3)  Each  numbered  objection  shall 
specify  with  particularity  the  provision 
of  the  regulation  or  proposed  order  to 
which  objection  is  made. 

(4)  Each  numbered  objection  on 
which  a  hearing  is  requested  shall  spe¬ 
cifically  so  state.  The  failure  to  request 
a  hearing  for  any  particular  objection 
shall  constitute  a  waiver  of  the  right  to  a 
hearing  on  that  objection. 

(5)  Each  numbered  objection  for 
which  a  hearing  is  requested  shall  in¬ 
clude  a  detailed  description  and  analysis 
of  the  specific  factual  information  in¬ 
tended  to  be  presented  in  support  of  the 
objection  in  the  event  that  a  hearing 
is  held.  The  failure  to  include  such  de¬ 
scription  and  analysis  for  any  particu¬ 
lar  objection  shall  constitute  a  waiver  of 
the  right  to  a  hearing  on  that  objection, 
but  such  description  and  analysis  shall 
be  used  only  for  the  purpose  of  deter¬ 
mining  whether  a  hearing  has  been  jus¬ 
tified  pursuant  to  S  2.113  and  shall  not 
limit  the  evidence  that  may  be  presented 
if  a  hearing  is  granted. 

(i)  A  copy  of  any  report,  article,  sur¬ 
vey,  or  other  written  document  relied 
upon  shall  be  submitted. 

(ii)  A  summary  of  the  nondocumen¬ 
tary  testimony  to  be  presented  by  any 
witnesses  relied  upon  shall  be  submitted. 


(b)  Requests  for  hearing  submitted 
pursuant  to  §  2.111(b)  shall  be  submitted 
to  the  Hearing  Clerk  and  shall  be  ac¬ 
cepted  for  filing  if  they  comply  with  all 
of  the  following  conditions: 

(1)  Requests  for  hearing  shall  be  sub¬ 
mitted  on  or  before  the  30th  day  after 
the  date  of  publication  of  the  notice  of 
opportunity  for  hearing  in  the  Federal 
Register. 

(2)  Requests  for  hearing  shall  comply 
with  the  requirements  specified  in 
§S  314.200,  514.200,  and  601.7(a)  of  this 
chapter. 

(c)  Any  objection  or  request  for  a 
public  hearing  which  meets  the  require¬ 
ments  of  this  section  shall  be  filed  by  the 
Hearing  Clerk  in  the  relevant  docket  file. 
If  an  objection  or  request  for  a  public 
hearing  fails  to  meet  the  requirements 
of  this  section  and  the  deficiency  becomes 
known  to  the  Hearing  Clerk,  the  Hear¬ 
ing  Clerk  shall  return  it  with  a  copy  of 
the  applicable  regulations,  indicating 
those  provisions  not  complied  with.  A 
deficient  objection  or  request  for  a  hear¬ 
ing  may  be  supplemented  and  sub¬ 
sequently  filed  if  submitted  within  the 
30-day  time  period  specified  in  §  2.110(d) 
or  §  2.111(b). 

(d)  If  an  objection  to  a  regulation 
issued  pursuant  to  a  petition  submitted 
pursuant  to  S  2.110(a)  (2)  is  submitted 
by  a  person  other  than  the  petitioner  and 
is  filed  by  the  Hearing  Clerk,  the  peti¬ 
tioner  may  submit  a  written  reply 
thereto  to  the  Hearing  Clerk. 

§2.113  Ruling  on  objections  and  re¬ 
quests  for  hearing. 

(a)  As  promptly  as  is  feasible  the  Com¬ 

missioner  shall  review  all  objections  and 
requests  for  hearing  filed  pursuant  to 
S  2.112  and  shall  determine:  ^ 

(1)  Whether  any  of  the  objections  or 
requests  for  hearing  filed  justify  mod¬ 
ification  or  revocation  of  the  regulation 
or  order  involved  pursuant  to  §  2.114. 

(2)  If  a  formal  evidentiary  public 
hearing  has  been  requested,  whether  it 
has  been  justified  as  required,  by  this 
section. 

(3)  If  a  public  hearing  has  been  re¬ 
quested  before  a  Public  Board  of  Inquiry 
pursuant  to  Subpart  C  of  this  Part,  or 
before  a  public  advisory  committee  pur¬ 
suant  to  Subpart  D  of  this  Part,  or  be¬ 
fore  the  Commissioner  pursuant  to  Sub¬ 
part  E  of  this  Part,  whether  it  has  been 
justified. 

(b)  A  request  for  a  formal  evidentiary 
public  hearing  shall  be  granted  on  a  mat¬ 
ter  involving  the  issuance,  amendment, 
or  revocation  of  a  regulation  or  order  if, 
based  upon  the  data,  information,  and 
views  contained  in  his  objection  and  re¬ 
quest  for  hearing,  a  person  has  shown 
that  all  of  the  following  are  true: 

(1)  There  is  a  genuine  and  substantial 
issue  of  fact  for  resolution  at  a  hearing. 
A  hearing  will  not  be  granted  on  issues  of 
policy  or  law. 

(2)  The  factual  issue  is  canable  of 
being  resolved  by  available  and  specifi¬ 
cally  identified  rdiable  evidence.  A  hear¬ 
ing  will  not  be  granted  on  the  basis  of 
mere  allegations  or  denials  or  general 
descriptions  of  positions  and  contentions. 
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(3)  The  data  and  information  identi¬ 
fied  in  the  objection  and  request  for 
hearing,  if  established  at  a  hearing, 
would  be  adequate  to  justify  resolution 
of  the  factual  issue  in  Uie  way  sought  by 
the  person.  A  hearing  will  be  denied  if 
the  Commissioner  concludes  that,  even 
ft5«iiTning  the  truth  and  accuracy  of  all 
of  the  data  and  Information  submitted 
in  support  of  the  objection  and  request 
for  hearing,  they  are  insufficient  to  jus¬ 
tify  the  factual  determination  urged. 

(4)  Resolution  of  the  factual  issue  in 
the  way  sought  by  the  person  is  adequate 
to  Justify  the  action  requested.  A  hearing 
will  not  be  granted  on  factual  issues 
Uiat  are  not  determinative  or  controlling 
with  respect  to  the  action  requested,  e.g., 
when  the  Commissioner  concludes  that 
his  action  would  be  the  same  even  if  the 
factual  issue  were  resolved  in  the  way 
sought,  or  in  the  case  of  a  request  that  a 
final  regulation  include  a  provision  not 
reasonably  encompassed  within  the  pro¬ 
posal.  A  hearing  will  be  granted  upon 
proper  objection  and  request  for  hearing 
when  a  food  standard  or  other  regulation 
is  shown  to  have  the  effect  of  excluding 
or  otherwise  affecting  a  product  or  in¬ 
gredient,  but  not  when  such  standard  or 
regulation  does  not  have  such  an  effect. 

(5)  The  action  requested  is  not  on  its 
face  inconsistent  wiUi  or  in  violation  of 
any  provision  in  the  act  or  any  regula¬ 
tion  in  this  chapter  particularizing  stat¬ 
utory  standards.  *nie  proper  procedure 
in  such  circumstances  is  for  the  person 
requesting  the  hearing  to  petition  for  an 
amendment  or  waiver  of  the  regulation 
involved. 

(6)  All  of  the  conditions  and  require¬ 
ments  specified  in  other  applicable  pro¬ 
visions  of  this  chapter,  e.g.,  §S  2.5,  2.111, 
2.112,  314.200,  430.20(b),  514.200,  and 
601.7(a),  and  in  the  notice  pnxnulgating 
the  final  regulation  or  the  notice  of  op¬ 
portunity  for  hearing  are  fully  met. 

(c)  In  making  his  determination  pur¬ 

suant  to  paragraph  (a)  of  this  section, 
the  Ccxnmlssioner  may  use  any  of  the 
optional  procedures  specified  in  9  2.7(g) 
and  in  other  applicable  provisions  of  this 
chapter,  e.g.,  99  314.200,  430.20(b), 

514.200,  and  601.7(a). 

(d)  Where  a  person  files  an  objecticm 
and  request  for  hearing  pursuant  to 
99  2.110  through  2.112  relati^  to  a  regu¬ 
lation  or  order,  it  is  uncertain  whether  a 
hearing  has  been  justified  pursuant  to 
the  prmciples  established  m  paragraph 

(b)  of  this  section,  and  the  Commissioner 
concludes  that  summary  decision  against 
the  person  requesUng  a  hearing  should 
be  considered,  he  may  serve  upon  such 
person  by  registered,  mail  a  proposed 
order  densring  a  hearing.  Such  person 
.shall  have  30  davs  after  receipt  of  such 
proposed  order  to  demonstrate  that  the 
submission  justifies  a  hearing. 

§  2.114  Modification  or  revocation  of 
regulation  or  order. 

If  the  Commissioner  determines  upon 
review  of  an  objection  or  request  for 
hearing  filed  pursuant  to  $9  2.110  through 
2.112  that  the  regulation  or  order  in¬ 
volved  m  the  proceeding  should  properly 
be  modified  or  revoked,  he  shall  promptly 
issue  a  notice  of  such  modification  or  rev- 
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ocation  in  the  Federal  Register.  Further 
objections  or  requests  for  hearing  may 
be  submitted  to  such  modification  or  rev¬ 
ocation,  but  not  to  any  other  provisions 
in  the  regulation  or  order,  pursuant  to 
99  2.110  through  2.112.  Objections  and 
requests  for  healing  that  are  not  affected 
by  the  modification  or  revocation  shall 
remam  on  file  and  be  acted  upon  in  ac¬ 
cordance  with  other  applicable  provisions 
of  this  subpart. 

§  2.115  Denial  of  formal  evidentiary 
public  hearing  in  whole  or  in  part. 

If  the  Commissioner  detennmes  upon 
review  of  the  objections  or  requests  for 
hearing  filed  pursuant  to  99  2.110  through 
2.114  that  a  formal  evidentiary  public 
hearing  is  not  justified,  m  whole  or  in 
part,  he  shsdl  publish  a  notice  of  such 
determination  in  the  Federal  Register.' 

(a)  The  notice  shall  state  whether  the 
hearing  is  denied  m  whole  or  in  part.  If 
the  hearmg  is  denied  m  part,  the  notice 
shall  be  combmed  with  the  notice  of 
hearing  required  by  9  2.118,  and  shall 
specify  the  objections  and  requests  for 
hearing  which  have  been  granted  and 
denied. 

(1)  Any  determination  denying  a 
hearing  in  whole  or  m  part  shall  specify 
m  detail  the  reasons  therefor.  If  such 
determmation  rests  upon  an  analysis  of 
the  data  and  information  submitted  to 
justify  a  hearing,  the  inadequacy  of  such 
data  and  information  submitted  shall  be 
explained. 

(2)  The  notice  shall  confirm  or  modify 
or  stay  the  effective  date  of  the  regula¬ 
tion  or  order  involved. 

(b)  The  record  of  the  administrative 
proceecUng  relating  to  denial  of  a  public 
hearmg  m  whole  or  in  part  on  any  ob¬ 
jection  and  request  for  hearing  shall  con¬ 
sist  of  all  of  the  followmg: 

(1)  If  the  proceeding  mvolves  the  is¬ 
suance,  amendment,  or  revocation  of  a 
regulation: 

(1)  All  of  the  documents  specified  m 

9  2.10(g). 

(il)  All  objections  and '  requests  for 
hearing  filed  by  the  Hearing  Clerk  with 
lespect  to  such  regulation  pursuant  to 
99  2.110  and 2.112. 

(iii)  If  it  involves  a  color  additive  reg¬ 
ulation  which  was  referred  to  an  advi¬ 
sory  committee  in  accordance  with  sec¬ 
tion  706(b)(5)(C)  of  the  act,  the 
complete  administrative  record  of  the 
advisory  committee  proceedings  and  its 
report  on  the  matter. 

(iv)  The  notice  deny  mg  a  formal  evi¬ 
dentiary  public  hearing  published  m  the 
Federal  Register. 

(2)  If  the  proceedmg  mvolves  the  is¬ 
suance,  amendment,  or  revocation  of  an 
order: 

(i)  The  notice  of  opportunity  for 
hearing. 

(ii)  All  requests  for  hearing  filed  by 
the  Hearing  Clerk  with  respect  to  such 
order  pursuant  to  99  2.111  and  2.112  of 
this  chapter. 

(iii)  Ihe  record,  consisting  of  the 
transcripts,  mmutes  of  meetings,  re¬ 
ports,  Federal  Register  notices,  and 
other  documents,  resulting  from  any  of 
the  optional-  procedures  specified  m 
9  2.113(c),  except  that  it  shall  not.  m- 


clude  the  transcript  of  any  closed  por¬ 
tion  of  any  public  advisory  committee 
meeting. 

(Iv)  The  notice  denying  a  formal  evi¬ 
dentiary  public  hearing  published  m  the 
Federal  Register. 

(c)  The  administrative  record  speci¬ 
fied  m  paragraph  (b)  of  this  section  «bn.l] 
constitute  the  exclusive  record  for  the 
Commissioner’s  decision  on  denial  of  a 
formal  evidentiary  public  hearing  m 
whole  or  m  part.  The  record  of  the 
administrative  proceeding  shall  be  closed 
as  of  the  date  of  the  Commissioner’s 
decision  unless  some  other  date  for  the 
closmg  of  the  record  is  specified  by  the 
Commissioner.'  Thereafter  any  person 
who  requested  and  was  denied  a  hearing 
may  submit  a  petition  for  reconsidnra- 
tion  pursuant  to  9  2.8  and  a  petition  for 
stay  of  action  pursoant  to  9  2.9.  Any 
person  who  wishes  to  rely  upon  data,  m- 
formation,  or  views  not  mcluded  m  the 
administrative  record  shall  submit  it  to 
the  Commissioner  with  a  new  petition 
to  modify  the  final  regulation  or  order 
pursuant  to  9  2.6(a) . 

(d)  Any  determination  denying  a  re¬ 
quest  for  a  formal  evidentiary  public 
hearing  m  whole  or  in  part  by  any  per¬ 
son  who  has  an  opportunity  for  such  a 
hearing  imder  the  provisions  of  the  laws 
administered  by  the  Commissioner  spe<:- 
ified  m  9  2.12(c)  constitutes  final  agency 
action  revlewable  m  the  courts,  pmsuant 
to  the  specific  statutory  provisions  gov¬ 
erning  the  matter  involved,  as  of  the 
date  of  publication  m  the  Federal  Reg¬ 
ister  of  the  denial  of  the  public  hearing 
m  whole  or  in  part. 

(1)  Before  requesting  an  order  from 
a  court  for  a  stay  of  action  pending  re¬ 
view,  any  person  seeking  judicial  review 
shall  first  submit  a  petition  for  a  stay  of 
action  pursuant  to  9  2.9. 

(2)  The  Food  and  Drug  Administra¬ 
tion  will  request  consolidation  m  a  sffigle 
court  of  all  petitions  for  judicial  review 
related  to  a  particular  matter  pursuant 
to  28  U.S.C.  2112(a). 

(3)  The  time  for  fiUng  a  petition  for 
judicial  review  of  a  determination  by  the 
Commissioner  denying  a  public  hearing 
on  a  particular  objection  or  issue  shall 
begin  as  of  the  date  of  publication  in 
the  Federal  Register  of  the  Commis¬ 
sioner’s  determination:  (i)  in  the  case 
of  an  objection  or  issue  relating  to  a  pro¬ 
posal  to  issue,  amend,  or  revoke  a  regu¬ 
lation,  when  the  determination  denies 
a  public  hearing  on  all  objections  and  is¬ 
sues  relating  to  a  part  of  the  proposal  the 
effectiveness  of  which  the  Cmnmissioner 
has  determined  should  not  be  deferred 
pending  the  outcome  of  any  hearing 
granted  with  respect  to  other  parts  of  the 
proposal;  or  (ii)  m  the  case  of  an  issue 
relating  to  a  proposal  to  issue,  amend, 
or  revoke  an  order,  when  the  determina¬ 
tion  denies  a  public  hearing  on  all  issues 
relating  to  a  particular  new  drug  appli¬ 
cation.  new  animal  drug  application,  or. 
biologies  license.  Tlie  failure  to  file  such 
a  petition  withm  the  period  established 
In  the  specific  statutory  provisions  gov¬ 
erning  the  matter  mvolv^  shall  consti¬ 
tute  a  waiver  of  the  right  to  judicial  re¬ 
view  of  that  objectiem  or  issue  at  any 
later  time,  regardless  whether  a  hearing 
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has  been  granted  on  other  objections  and 
issues. 

§  2.116  Judicial  review  after  waiver  of 
hearing  on  a  regulation. 

(a)  Any  person  'who  has  a  right  to 
submit  objections  and  a  request  for 
hearing  pursuant  to  §  2.110(d)  may  in¬ 
stead  submit  objections  and  waive  the 
right  to  request  a  hearing.  Such  waiver 
may  consist  either  of  an  explicit  state¬ 
ment  waiving  such  right,  or  of  a  failure 
to  request  a  hearing  as  provided  in 
§  2.112(a)(4). 

(b)  Where  any  perscm  submits  an  ob¬ 
jection  and  waives  the  right  to  request 
a  hearing,  the  Commissioner  shall  rule 
upon  such  objection  pursuant  to  §§  2.1l3 
through  2.115.  The  Commissioner  may, 
in  his  discretion,  order  a  hearing  on  the 
matter  pursuant  to  any  of  the  provi¬ 
sions  of  this  Part  regardless  whether  a 
hearing  is  requested. 

(c)  If,  after  the  notice  published  by 
the  Commissioner  in  the  Federal  Reg¬ 
ister  ruling  upon  any  such  objection, 
no  hearing  is  grranted  with  respect  to 
the  matters  covered  by  such  objection, 
and  the  Commissioner  rules  adversely 
on  such  objection,  the  person  may  peti¬ 
tion  for  judicial  review  of  the  Commis¬ 
sioner’s  ruling  on  such  objection  in  a 
United  States  Court  of  Appeals  pursuant 
to  the  applicable  provisions  in  the  act. 

(1)  The  record  for  judicial  review 
shall  be  the  record  designated  in  §  2.115 
(b)(1). 

(2)  The  time  for  filing  such  a  petition 
for  judicial  review  shall  begin  as  of  the 
date  of  publication  in  the  Federal  Reg¬ 
ister  of  the  Commissioner’s  ruling  on 
such  objection. 

§  2.117  Request  for  nltemative  form  of 
public  hearing. 

(a)  A  person  who  has  a  right  to  an 
OKX)rtunity  for  a  hearing  tinder  this 
Subpart  B  may  waive  that  opportunity 
and  in  lieu  thereof  request  one  of  the  fol¬ 
lowing  alternative  forms  of  public  hear¬ 
ing: 

(1)  A  public  hearing  before  a  Public 
Board  of  Inquiry  pursuant  to  Subpart  C 
of  this  Part. 

(2)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpart 
D  of  this  Part. 

(3)  A  publk;  hearing  before  the  Com¬ 
missioner  pursuant  to  Subpart  E  of  this 
Part. 

(b)  Any  such  request; 

(1)  May  be  on  his  own  initiative  or 
at  the  suggestion  of  the  CTommlssioner. 

(2)  Shall  be  submitted  in  writing  to 
the  Hearing  Clerk  pursuant  to  §  2.7. 

(3)  Shell  be  submitted  at  any  time 
prior  to  imblication  of  a  notice  of  hearing 
pursuant  to  §  2.118  or  a  denial  of  hearing 
pursuant  to  §  2.115. 

(4)  Shall  be: 

(i)  In  Ueu  of  a  request  for  a  hearing 
under  this  Sul^mit  B,  or 

(ii)  If  submitted  after  or  with  a  re¬ 
quest  for  a  hearing  under  this  Subpart 
B,  in  the  form  of  a  waiver  of  the  right 
to  an  opportunity  tor  such  a  hearing  con¬ 
ditioned  upon  an  alternative  form  of 
public  hearing.  Upon  acceptance  by  the 
Commissioner,  such  a  waiver  becomes 


binding  and  can  thereafter  be  withdrawn 
only  by  waiving  any  right  to  any  form  of 
a  hearing  unless  the  Commissioner  for 
good  cause  determines  otherwise. 

(c) .  Where  more  than  one  person  has 
requested  and  justified  a  hearing  imder 
this  Subpart  B,  an  alternative  form  of 
hearing  will  be  used  only  if  all  such  per¬ 
sons  concur  and  waive  their  right  lo  an 
(^Hxirtimlty  for  a  hearing  imder  this 
Subpart  B. 

(d)  The  Commissioner  will  determine 
whether  an  alternative  form  of  public 
hearing  should  be  used,  and  if  so  which 
alternative  will  be  acceptable  to  him, 
after  considering  the  requests  submitted 
and  the  appropriateness  of  the  alterna¬ 
tive  forms  of  public  hearing  for  the  issues 
raised  in  the  objections.  Upon  acceptance 
by  the  Commissioner,  such  acceptance 
becomes  binding  upon  him  unless  the 
Commissioner  for  good  cause  determines 
otherwise. 

(e)  The  Commissioner  shall  publish  in 
the  Federal  Register  a  notice  of  hear¬ 
ing  announcing  an  alternative  form  of 
public  hearing  pursuant  to  this  section, 
setting  forth  the  following  information: 

(1)  A  statement  of  the  provisions  of 
the  regulation  or  order  which  is  the  sub¬ 
ject  of  the  public  hearing. 

(2)  A  statement  specifying  any  P9,rt 
of  the  regulation  or  order  which  has 
been  stayed. 

(i)  Any  part  of  a  regulation  or  order 
which  is  subject  to  an  opportunity  for  a 
hearing  imder  this  Subpart  B  pursuant 
to  statutory  provisions  under  which  the 
filing  of  proper  objections  and  a  request 
for  hearing  automatlc^ly  stays  the  reg¬ 
ulation  or  order,  and  for  which  a  public 
hearing  has  bwn  granted,  shall  be 
stayed. 

(ii)  The  Cwnmissioner  may,  In  his 
discretion,  stay  in  whole  or  in  part  any 
regulation  or  order  which  is  not  required 
by  statute  to  be  stayed. 

(3)  The  time,  date,  and  place  of  the 
hearing,  or  a  statement  that  such  infor¬ 
mation  shall  be  contained  in  a  subse¬ 
quent  notice  published  in  the  Federal 
Register. 

(4)  TTie  names  of  the  parties  to  the 
public  hearing. 

(5)  A  statement  of  the  issues  to  be 
considered  at  the  public  hearing.  The 
statement  of  the  iskies  determines  the 
scope  of  the  public  hearing. 

(6)  If  the  public  hearing  will  be  con¬ 
ducted  by  a  Public  Board  of  Inquiry: 

(i)  The  time  within  which  the  parties 
may  submit  nominees  for  the  Board  pur¬ 
suant  to  §  2.202(b) . 

'(ii)  ’The  time  within  which  a  notice  of 
participation  shall  be  filed  by  any  person 
who  wishes  to  particWte  in  the  proceed¬ 
ing.  A  notice  of  paiticipatlon  shall  be 
filed  in  the  form  and  pursuant  to  the 
requirements  specified  in  §  2.131. 

(lii)  The  time  within  which  partici¬ 
pants  sliall  submit  written  data  and  in¬ 
formation  pursuant  to  $  2.205.  The  notice 
shall  list  the  contents  of  the  portions  of 
the  administrative  record  of  the  proceed¬ 
ing  as  of  that  time  relevant  to  t^  Issues 
to  be  considered  at  the  public  hearing  be¬ 
fore  the  Board,  and  shall  state  that  such 
portions  have  been  placed  on  public  dis¬ 
play  in  the  office  of  the  Hearing  dert: 


and  that  additional  copies  of  any  ma¬ 
terial  already  submitted  pursuant  to 
8  2.205  need  not  be  included  with  any 
later  submissions  by  participants  in  the 
proceeding. 

(7)  If  the  public  hearing  will  be  con¬ 
ducted  by  a  Public  Board  of  Inquiry  or  a 
public  advisory  committee,  a  statement 
whether  the  findings  and  conclusions  re¬ 
sulting  from  such  public  hearing  shall 
have  the  legal  status  and  be  handled  as 
a  recmnmended  decision  or  as  an  initial 
decision  pursuant  to  §  2.180.  If  the  notice 
of  hearing  is  silent  on  this  matter,  the 
findings  and  conclusions  shall  be  an  ini¬ 
tial  decision. 

(f)  The  findings  and  conclusions  re¬ 
sulting  from  a  public  hearing  before  a 
Public  Board  of  Inquiry  or  a  public  ad¬ 
visory  cmnmlttee  pursuant  to  this  sec¬ 
tion  shall  have  the  same  legal  status  and 
be  handled  as  a  recommended  decision  or 
an  initial  decision  of  a  presiding  officer 
issued  pursuant  to  §  2.180,  as  determined 
by  the  notice  of  hearing  published  pur¬ 
suant  to  paragraph  (e)  of  this  section. 
The  findings  and  conclusions  resulting 
from  a  public  hearing  before  the  Com¬ 
missioner  pursuant  to  this  section  shall 
have  the  same  legal  status  and  be  han¬ 
dled  as  a  tentative  order  issued  pursuant 
to  §  2.181.  Thereafter,  the  participants 
in  the  proceeding  may  pursue  the  admin¬ 
istrative  and  court  remedies  that  are 
available  as  specified  in  §§  2.180  through 
2.181. 

(g)  If  a  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpsirt 
D  of  this  Part  or  a  public  hearing  before 
the  Commissioner  pursuant  to  Subpart  E 
of  this  Part  is  used  as  an  alternative  form 
of  hearing  pursuant  to  this  section,  all 
submissions  relating  to  the  hearing 
which  constitute  the  administrative  rec¬ 
ord  of  the  hearing  shall  be  made  to  the 
Hearing  Clerk  and  the  provisions  of  §  2.5 
(J)  shall  govern  the  availability  of  such 
submissions  for  public  examination  and 
copying. 

§  2.118  Notice  of  hearing;  stay  of  action. 

(a)  If  the  Commissioner  determines 
upon  review  of  the  objections  and  re¬ 
quests  for  hearing  filed  pursuant  to 
§§  2.110  through  2.114  that  a  formal  evi¬ 
dentiary  public  hearing  has  been  justi¬ 
fied  on  any  issue,  he  shall  publish  a 
notice  of  such  determination  in  the  Fed¬ 
eral  Register,  setting  forth  the  following 
information: 

(1)  A  statement  of  the  provisions  of 
the  regulation  or  order  which  is  the  sub¬ 
ject  of  the  formal  evidentiary  public 
hearing. 

(2)  A  statement  specifying  any  part  of 
the  regulation  or  order  that  has  been 
stayed. 

(1)  Any  part  of  a  regulation  or  order 
which  is  subject  to  an  opportunity  for 
a  hearing  under  this  Subpart  E  pursuant 
to  statutory  provisions  under  which  the 
filing  of  proper  objections  and  a  request 
for  hearing  automatically  stays  the  reg¬ 
ulation  or  order,  and  for  which  a  hear¬ 
ing  has  been  requested  and  justified, 
shall  be  stayed. 

(ii)  The  Commissioner  may,  in  his  dis¬ 
cretion,  stay  in  whole  or  in  part  any 
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regulation  or  order  which  is  not  required 
by  statute  to  be  stayed. 

(3)  The  names  of  the  parties  to  the 
formal  evidentiary  public  hearing. 

(4)  A  statement  of  the  issues  of  fact 
raised  by  the  objections  and  request  for 
hearing  as  to  which  a  hearing  has  been 
justified. 

<5)  A  statement  of  any  objections  or 
requests  for  hearing  as  to  which  a  hear¬ 
ing  has  not  been  justified,  which  shall 
be  subject  to  the  provisions  of  §  2.115. 

(6)  The  designation  of  the  presiding 
ofiBcer  to  conduct  the  hearing  or  a  state¬ 
ment  that  the  presiding  officer  will  be 
designated  in  a  subsequent  notice. 

(7)  The  time  within  which  notices  of 
appearance  shall  be  filed  pursuant  to 
§  2.131. 

(8)  The  date,  time,  and  place  when 
the  prehearing  conference  will  com¬ 
mence  or  a  statement  that  such  date, 
time,  and  place  will  be  announced  in  a 
subs^uent  notice.  The  prehearing  con¬ 
ference  shall  not  commence  until  after 
the  expiration  of  the  time  for  filing  the 
notice  of  participation  required  by 
§  2.131(a). 

(9)  The  time  within  which  partici¬ 
pants  shall  submit  written  data,  infor¬ 
mation,  and  views  pursuant  to  §  2.153. 
The  notice  shall  list  the  contents  of  the 
portions  of  the  administrative  record  of 
the  proceeding  as  of  that  time  relevant 
to  the  issues  to  be  considered  at  the 
public  hearing  and  shall  state  that  such 
portions  have  been  placed  on  public  dis¬ 
play  in  the  office  of  the  Hearing  Clerk 
and  that  additional  copies  of  any  ma¬ 
terial  already  submitt^  pursuant  to 
§  2.153  need  not  be  included  with  any 
later  submissions  by  participants  in  the 
proceeding. 

(b)  The  statement  of  the  issues  of 
fact  raised  by  the  objections  or  request 
for  hearing  as  to  which  a  hearing  has 
been  justified  determines  the  scope  of  the 
formal  evidentiary  public  hearing  and 
the  matters  as  to  which  the  development 
of  evidence  will  be  jjermitted.  The  state¬ 
ment  of  the  issues  of  fact  may  be  revised 
by  order  of  the  presiding  officer.  Any 
participant  may  obtain  interlocutory  re¬ 
view  by  the  Commissioner  of  a  decision 
by  the  presiding  officer  to  revise  the 
statement  of  the  issues  of  fact  to  in¬ 
clude  an  issue  as  to  which  the  Commis¬ 
sioner  has  not  granted  a  hearing  or  to 
eliminate  an  issue  as  to  which  the  Com¬ 
missioner  has  granted  a  hearing. 

(c)  A  formal  evidentiary  public  hear¬ 
ing  shall  be  deemed  to  commence  as  of 
the  date  of  publication  of  the  notice  of 
hearing  in  the  Federal  Register. 

§2.119  Effective  date  of  a  regulation. 

(a)  If  no  objections  are  filed  and  no 
hearing  is  requested  on  a  regulation  pur¬ 
suant  to  §  2.110(e),  the  regulation  shall 
be  effective  on  the  date  sp>eciiied  in  the 
notice  promulgating  it. 

(b)  The  C(»nmissioner  shall  publish 
a  notice  in  the  Federal  Register  stating 


that  fact.  Such  notice  may  extend  the 
time  for  compliance  with  the  regulation. 

§  2.120  Effective  date  of  an  order. 

(a)  If  a  person  who  is  subject  to  a 
notice  of  opportunity  for  hearing  pub¬ 
lished  in  the  Federal  Register  pursuant 
to  §  2.111(b)  does  not  request  a  hearing, 
the  Commissioner: 

(1)  Shall  issue  a  final  order  published 
in  the  Federal  Register  withdrawing 
approval  of  an  NDA,  NADA,  or  biologies 
license,  in  whole  or  in  part,  and  estab¬ 
lishing  the  effective  date  of  such  final 
order. 

(2)  If  the  final  order  involves  an 
NADA,  shall  forthwith  revoke,  in  whole 
or  in  part,  the  applicable  regulation  pur¬ 
suant  to  section  512(i)  of  the  act. 

(b)  If  a  person  who  is  subject  to  a 
notice  of  opportunity  for  hearing  pub¬ 
lished  in  the  Federal  Register  pursuant 
to  §  2.111(b)  requests  a  hearing  and 
others  do  not,  the  Commissioner  may 
issue  a  final  order  covering  all  such  drug 
products  at  once  or  may  Issue  more  than 
one  final  order  covering  different  drug 
products  at  different  times. 

Appearance  and  Participation 
§  2.130  .\ppearanee. 

(a)  Any  person  who  has  filed  a  writ¬ 
ten  notice  of  participation  pursuant  to 
§  2.131  may  appear  in  person  or  by  or 
with  counsel  or  other  representative  in 
any  formal  evidentiary  public  hearing 
and,  subject  to  §  2.155,  may  be  heard 
with  respect  to  all  matters  relevant  to 
the  issues  under  consideration. 

(b)  Any  person  appearing  in  a  repre¬ 
sentative  capacity  in  any  such  hearing 
shall  submit  a  signed  statement  of  au¬ 
thorization  or  other  documentation  veri¬ 
fying  his  authority  to  do  so. 

(c)  If  there  is  a  change  in  the  person 
appearing  in  a  representative  capacity, 
such  person  shall  submit  the  statement 
or  other  documentation  required  by 
paragraph  (b)  of  this  section. 

(d)  The  presiding  officer  may  strike 
the  appearance  of  any  person  for  viola¬ 
tion  of  the  rules  of  conduct  established 
in  §  2.156. 

§  2.131  Written  notice  of  participation. 

(a)  Any  person  desiring  to  participate 
in  any  formal  evidentiary  public  hearing 
shall,  within  30  days  after  publication 
of  the  notice  of  hearing  in  the  Federal 
Register  pursuant  to  S  2.118,  file  with 
the  Hearing  Clerk  in  accordance  with 
§  2.5  a  written  notice  of  participation  in 
the  form  specified  in  paragraph  (b)  «of 
this  section. 

(b)  TTie  form  of  the  written  notice 
of  participation  shall  be  as  follows: 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion.  Departenent  of  Healti^  EducaUon, 
and  Welfasa,  Bm.  4-66.  5600  Fishers  Lane, 
Rockville.  MO  20857. 


Notice  or  Participation 
Docket  No. _ 

Pursuant  to  the  provisions  of  21  CFB  Part 
2,  Subpart  B,  governing  the  procedure  in  this 
matter,  please  enter  the  participation  of: 


(Name) 


(Street  address) 


(City  and  State) 


(Telephone  number) 

Service  on  behalf  _ 

of  the  above  will  be  (Name) 

accepted  by: 


(Street  address) 


(City  and  State) 


(Telephone  number) 

The  following  statements  are  made  as  p'.rt 
of  this  notice  of  participation. 

A.  Specific  Interest.  (A  statement  of  the 
specific  Interest  of  the  person  in  the  pro¬ 
ceeding,  including  the  specific  issues  of  fact 
concerning  which  the  person  desires  to  be 
heard.  This  part  need  not  be  completed  by  a 
party  to  the  proceeding.) 

B.  Commitment  to  Participate.  (A  state¬ 
ment  that  the  person  will  present  documen¬ 
tary  evidence  or  testimony  at  the  hearing 
and  will  comply  with  the  requirements  of  21 
CFB  2.153,  or,  in  the  case  of  a  hearing  before 
a  Public  Board  of  Inquiry,  with  the  require¬ 
ments  of  21  CFB  2.205.) 


(Signed) 

(c)  All  notices,  pleadings,  documents, 
and  other  submissions  to  be  served  upon 
a  person  in  the  course  of  the  hearing 
pursuant  to  §  2.151  shall  be  mailed  to  the 
address  shown  in  the  notice  of  participa¬ 
tion  or  delivered  in  person  to  the  person 
specified  in  the  notice  of  participation. 

(d)  A  written  notice  of  participation 
may  be  amended  by  filing  an  amendment 
with  the  Hearing  Cfierk  and  serving  it 
upon  all  participants  in  the  hearing. 

(e)  No  person  may  participate  in  any 
aspect  or  at  any  stage  of  a  formal  evi¬ 
dentiary  public  hearing  if  he  has  not  filed 
a  written  notice  of  participation  or  if  his 
notice  of  participation  has  been  stricken 
pursuant  to  paragraph  (g)  of  this  sec¬ 
tion. 

(f)  The  presiding  officer  may,  upon 
motion,  permit  a  person  to  file  a  written 
notice  of  participation  in  the  hearing 
after  the  30-day  time  period  for  filing 
such  notices  has  expired,  but  only  upon 
a  showing  of  good  cause  as  to  why  such 
a  notice  was  not  filed  within  such  time 
period. 

(g)  The  presiding  officer  may  strike 
the  participation  of  any  person,  after 
giving  him  an  opportunity  to  show  cause 
why  his  participation  should  not  be 
stricken,  for  nonparticipation  in  the 
hearing  or  for  failure  to  comply  with  any 
requirement  of  this  subpart,  e.g.,  dis¬ 
closure  of  Information  as  required  by 
S  2.153  or  the  prehearing  order  issued 
pursuant  to  S  2.158.  Any  person  whose 
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participatkm  has  been  stricken  may  peti¬ 
tion  the  Commissioner  for  interlocutory 
review  of  such  action. 

§  2.135  Advice  on  public  participation 
in  formal  evidentiary  public  hearings. 

(a)  Designated  agency  contact.  All  in¬ 
quiries  from  the  public  about  scheduling, 
location,  and  general  procedures  should 
be  addressed  to  the  Associate  Commis¬ 
sioner  for  Compliance.  The  staff  of  the 
Associate  Commissioner  for  Compliance 
will  attempt  to  respond  promptly  to  all 
inquiries  from  members  of  the  public, 
as  well  as  to  simple  requests  for  informa¬ 
tion  from  participants  in  formal  eviden¬ 
tiary  public  hearings.  Such  inquiries  or 
requests  should  be  addressed  to  the  Of¬ 
fice  of  the  Associate  Commissioner  for 
Compliance  (HPC-10),  Food  and  Drug 
Administration,  5600  Fishers  Lane,  Rock¬ 
ville,  Md.  20857,  or  telephone  (301)  443- 
3480. 

(b)  Hearing  schedule  changes.  Re¬ 
quests  by  hearing  pcurticipants  for 
changes  in  the  schedule  of  a  hearing  or 
in  the  dates  for  filing  documents,  briefs, 
or  other  pleadings  related  to  the  hearing 
should  be  made  In  writing  directly  to  the 
Administrative  Law  Judge.  All  such  cor¬ 
respondence  should  be  addressed  to  the 
Administrative  Law  Judge  (HF-3) ,  Food 
and  Drug  Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857. 

(c)  Legal  advice  to  individuals.  The 
Food  and  Drug  Administration  does  not 
have  the  resources  to  provide  individual 
legal  advice  to  members  of  the  public 
concerning  participation  in  such  proceed¬ 
ings.  Furthermore,  to  do  so  would  com¬ 
promise  the  independence  of  the  Com¬ 
missioner’s  office  and  invite  charges  of 
improper  interference  in  the  hearing 
process.  Accordingly,  the  Associate  Com¬ 
missioner  for  Compliance  will  decline  to 
entertain  inqiiires  about  the  strengths 
or  weaknesses  of  any  party’s  position  at  a 
hearing,  litigation  strategy,  or  other 
similar  matters. 

(d)  Role  of  the  Office  of  the  Chief 
Counsel.  Under  no  circumstances  will  the 
Office  of  the  Chief  Counsel,  Food  and 
Drug  Administration,  directly  provide  ad¬ 
vice  on  the  subject  of  any  formal  eviden¬ 
tiary  public  hearing  to  any  person  who  is 
participating  or  may  participate  in  the 
hearing.  In  every  such  hearing,  certain 
attorneys  in  the  office  are  designated  to 
represent  the  bureau  or  bureaus  whose 
action  is  the  subject  of  the  hearing. 
Other  members  of  the  office,  including 
ordinarily  the  CThief  Counsel,  are  desig¬ 
nated  to  advise  the  Commissioner  on  any 
final  decision  In  the  matter.  It  is  not 
compatible  with  these  fimctions,  nor 
would  it  be  professionally  responsible,  for 
the  attorneys  in  the  Office  of  the  Chief 
Counsel  also  to  advise  other  participants 
in  a  hearing,  or  for  any  attorney  who 
may  be  called  on  to  advise  the  Commis¬ 
sioner  to  respond  to  inqtiiries  fnrni  other 
participants  In  the  hearing,  for 
participants  may  be  urging  views  Q<m- 
trary  to  those  of  the  buretni  Involved  or 
to  what  may  Ultimately  be  the  final  con¬ 
clusions  of  the  Commissioner.  Accord¬ 
ingly,  members  of  the  staff  of  the  Office 


of  the  Chief  Counsel,  other  than  those  at¬ 
torneys  responsible  for  representing  the 
bureau  or  bureaus  whose  action  is  the 
subject  of  the  hearing,  will  decline  to  re¬ 
spond  to  inquiries  fnmi  any  participating 
or  potential  participant  relating  to  the 
content  or  conduct  of  any  formal  evi¬ 
dentiary  piA>lic  hearing. 

(e)  Communication  between  partici¬ 
pants  and  attorneys.  Participants  in  a 
hearing  may  communicate  with  the  at¬ 
torneys  who  are  responsible  for  repre¬ 
senting  the  bureau  or  bureaus  whose  ac¬ 
tion  is  the  subject  of  the  hearing,  in  the 
same  way  that  they  may  communicate 
with  counsel  for  any  other  party  in  inter¬ 
est  about  the  presentation  of  matters  at 
the  hearing.  It  would  be  inappropriate 
to  bar  discussion  of  such  matters  as  stip¬ 
ulations  of  fact,  joint  presentation  of 
witnesses,  or  possible  settlement  of  hear¬ 
ing  issues.  Members  of  the  public,  includ¬ 
ing  participants  at  hearings;  are  advised, 
however,  that  all  such  commimications, 
including  those  by  telephone,  will  be 
recorded  in  memoranda  that  can  be  filed 
with  the  Hearing  C3erk,  Food  and  Drug 
Administration. 

Pbbsiding  Officer 
§  2.140  Presiding  officer. 

A  presiding  officer  shall  preside  over 
every  formal  evidentiary  piffilic  hearing 
held  pursuant  to  this  subpart.  The  pre¬ 
siding  officer  shall  be  the  Commisslcmer, 
a  member  of  the  office  of  the  Commis¬ 
sioner  to  whom  the  Commissioner  has 
defeated  the  responsibility  for  the  mat¬ 
ter  involved,  or  an  Administrative  Law 
Judge  qualified  under  5  U.S.C.  3105  and 
designated  by  the  Commissioner  to  con¬ 
duct  the  hearing  in  the  notice  of  hearing 
or  in  a  later  imtice  published  pursuant 
to  S  2.118(a)  (6)  of  this  chapter. 

§  2.141  Commencement  of  fimctions. 

The  functions  of  the  presiding  officer 
shall  commence  upon  his  designation  and 
terminate  upon  the  forwarding  of  the 
recommended  declsioh  or  the  filing  of  the 
initial  decision  pursuant  to  5  2.180. 

§  2.142  Authority  of  presiding  officer. 

The  presiding  officer  shall  have  the 
authority  and  duty  to  conduct  a  fair  and 
expeditious  hearing  and  to  maintain 
order.  He  shall  have  all  powers  necessary 
to  these  ends,  including,  but  not  limited 
to,  the  power  to: 

(a)  Arrange  and  issue  notice  of  the 
date,  time,  and  place  of  oral  hearings  and 
conferences  and,  upon  proper  notice,  to 
change  the  date,  time,  and  place  of  oral 
hearings  and  conferences  previously  set. 

(b)  Establish  the  methods  of  pro- 
cedmes  to  be  used  in  the  development  of 
evidentiary  facts,  including  the  pro¬ 
cedures  specified  in  §  2.158(b)  and  to  rule 
upon  the  need  for  oral  testimony  and 
cross-examination  pursuant  to  5  2.154 
(b). 

(c)  Prepare,  after  considering  the 
views  of  the  participants,  written  state¬ 
ments  of  ueas  of  factual  disagreement 
among  the  participants. 

(<D  Hold  conferoices  to  settle,  sim¬ 
plify,  or  determine  the  issues  in  a  hear¬ 


ing  or  to  consider  other  matters  that  may 
facilitate  the  expeditious  disposition  of 
the  hearing. 

(e)  Administer  oaths  and  siffirmations. 

(f )  Regulate  the  course  of  the  hearing 
and  govmi  the  conduct  of  participants 
therein. 

(g)  Examine  witnesses  and  inform 
witnesses  that  they  must  fully  respond 
to  all  questions  or  have  all  of  their  testi¬ 
mony  stricken. 

(h)  Rule  on,  admit,  exclude,  or  limit 
evidence. 

(i)  Establish  the  time  for  filing  mo¬ 
tions,  petitions,  briefs,  findings,  or  other 
submissions. 

(j)  Rule  on  motions  and  other  pro¬ 
cedural  matters  pending  before  him. 

(k)  Rule  on  motions  for  siunmary  de¬ 
cision  in  accordance  with  §  2.159. 

(l)  Order  that  the  hearing  be  con¬ 
ducted  in  stages  in  cases  where  the  num¬ 
ber  of  parties  is  large  or  the  issues  are 
numerous  and  complex. 

(m)  Waive,  suspend,  or  modify  any 
rule  in  this  subpart  pursuant  to  §  2.25  if 
he  determines  that  no  party  will  be  prej¬ 
udiced,  the  ends  of  justice  will  be  thereby 
served,  and  such  action  is  in  accordance 
with  l£kw. 

(n)  Strike  the  participation  of  any  per¬ 
son  pursuant  to  §  2.131(g)  or  exclude  any 
person  frcMn  the  hearing  pursuant  to 
§  2.156  or  otherwise  take  reasonable  dis¬ 
ciplinary  action. 

(o)  Take  any  action  permitted  to  the 
presiding  officer  as  authorized  by  this 
Subpart  B.or  in  conformance  with  law 
for  the  maintenance  of  order  at  the  hear¬ 
ing  and  for  the  expeditious,  fair,  and 
impartial  conduct  of  the  proceeding. 

§  2.143  DiMpialification  of  presiding 
officer. ' 

(a)  Any  participant  in  the  proceeding 
may,  by  motion  made  to  the  presiding 
officer,  request  that  the  presiding  officer 
disqualify  himself  and  withdraw  from 
the  proceeding.  The  presiding  officer 
shall  rule  upon  any  such  motion  and 
shall  prcxnptly  certify  the  motion  and  his 
ruling  thereon  to  the  Commissioner  for 
interluctory  review. 

(bJ  A  presiding  officer  shall  withdraw 
from  any  proceeding  in  which  he  deems 
himself  disqualified  for  any  reason. 

§  2.144  Unavailability  of  lu^.siding  offi¬ 
cer. 

(a)  In  the  event  that  the  presiding  of¬ 
ficer  is  unable  to  act  for  any  reason 
whatever,  the  powers  and  duties  to  be 
performed  by  him  in  connection  with  any 
proceeding  shall  be  assigned  by  the  Com¬ 
missioner  to  another  presiding  officer. 
Such  substitution  shall  have  no  effect  on 
any  aspect  of  the  hearing,  except  as  the 
new  presiding  officer  may  order  pursuant 
to  the'  provisions  of  this  subpart. 

(b)  Any  motion  predicated  upon  such 
substitution  shall  be  made  within  10  days 
thereafter. 

Hxajubk:  Psocxdures 

§  2.150  Filing  and  service  of  .submix- 
sions. 

(a)  All  sHhaaissions,  Inchiding  plead¬ 
ings,  relating  to  a  formal  evidentiary 
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public  hearing  shall  be  filed  with  the 
Hearing  Clerk  pursuant  to  §  2.5. 

<b)  A  copy  of  each  such  submission 
shall  be  served  by  the  person  making  the 
submission  upon  each  other  participant 
in  the  proceeding,  except  that  submis¬ 
sions  of  documentary  data  and  informa¬ 
tion  may  but  are  not  required  to  be 
served  upon  each  participant.  Any  trans¬ 
mittal  letter,  pleading,  summary,  state¬ 
ment  of  position,  certification  pursuant 
to  paragraph  (d)  of  this  section,  or  other 
similar  document  accompanying  a  sub¬ 
mission  of  documentary  data  and  infor¬ 
mation  shall  be  served  upon  each  par¬ 
ticipant  pursuant  to  this  paragraph. 

(c)  Service  pursuant  to  this  section 
shall  be  accomplished  by  mailing  it  to  the 
address  shown  in  the  notice  of  participa¬ 
tion  or  by  personal  delivery. 

(d)  All  submissions  pursuant  to  this 
section  shall  be  accompanied  by  a  signed 
certification  stating  the  extent  to  which 
the  submission  has  been  served  on  each 
participant,  or  is  exempt  from  such  serv¬ 
ice,  pursuant  to  paragraph  (b)  of  this 
section. 

(e)  No  written  submission  or  other 
portion  of  the  administrative  record  shall 
be  held  in  confidence,  except  as  provided 
in  §  2.171. 

§  2.151  Petition  to  participate  in  forma 
pauperis. 

( a)  Any  participant  who  believes  that 
compliance  with  the  filing  and  service  re¬ 
quirements  of  this  section  constitutes  an 
unreasonable  financial  burden  shall  sub¬ 
mit  to  the  Commissioner  a  petition  to 
participate  in  forma  pauperis. 

(b)  Such  petition  shall  be  pursuant  to 
§  2.7,  except  that  the  heading  shall  be 
“REQUEST  TO  PARTICIPATE  IN 
FORMA  PAUPERIS,  DOCKET  NO. 
_ ”  Pursuant  to  the  guidelines  es¬ 
tablished  In  §  4.43  (b)  and  (c)  of  this 
chapter,  such  petition  shall  demonstrate 
that  either  (i)  the  person  is  indigent  and 
his  participation  has  a  strong  public  in¬ 
terest  justification,  or  (ii)  such  partici¬ 
pation  is  in  the  public  interest  because  it 
can  be  considered  primarily  as  benefiting 
the  general  public.  Filing  and  service 
requirements  for  such  a  petition  shall  be 
those  provided  for  the  filing  and  service 
of  submissions  in  paragraph  (c)  of  this 
section,  whether  or  not  the  petition  is 
subsequently  granted. 

(c)  The  Commissioner  may,  in  his  dis¬ 
cretion,  grant  or  deny  such  petition.  If 
such  petition  is  granted,  the  participant 
may  file  only  one  copy  of  each  submis¬ 
sion  with  the  Hearing  Clerk,  and  it  shall 
be  the  responsibility  of  the  Hearing 
Clerk,  at  agency  expense,  to  make  suffi¬ 
cient  additional  copies  for  the  adminis¬ 
trative  record  and  to  serve  a  copy  upon 
each  other  participant. 

§  2.152  .Ldvisory  opinions. 

Prior  to  or  during  the  pendency  of  any 
formal  evidentiary  public  hearing  any 
person  may  request  the  Commissioner 
for  an  advisory  opinion  as  to  the  appli¬ 
cability  to  a  specific  situation  of  any  reg¬ 
ulation  or  order  under  consideration  in 
an  administrative  proceeding.  Requests 


for  such  opinions  shall  be  made  pursuant 
to  §  2.19. 

§  2.153  Disclosure  of  data  and  informa¬ 
tion  by  the  participants. 

(a)  Before  the  notice  of  hearing  is 
published  pursuant  to  §  2.118,  the  direc¬ 
tor  of  the  bureau  responsible  for  the  mat¬ 
ters  involved  in  the  hearing  shall  submit 
to  the  Hearing  Clerk ; 

(1)  The  relevant  portions  of  the  ad¬ 
ministrative  record  of  the  proceeding  up 
to  that  time.  Those  portions  of  the  ad¬ 
ministrative  record  of  the  proceeding 
which  are  not  relevant  to  the  issues  to  be 
considered  at  the  public  hearing  shall  not 
be  placed  on  public  display  and  shall  not 
be  part  of  the  administrative  record  of 
that  proceeding. 

(2)  All  documents  in  his  files  con¬ 
taining  factual  data  and  information, 
whether  favorable  or  unfavorable  to  his 
position,  which  relate  to  the  issues  in¬ 
volved  in  the  hearing. 

(3)  All  other  documentary  data  and 
information  on  which  he  relies. 

(4)  A  narrative  statement  of  his  posi¬ 
tion  on  the  factual  issues  stated  in  the 
notice  of  hearing  and  the  type  of  evi¬ 
dence  he  intends  to  introduce  in  the 
hearing  in  support  of  his  position. 

(5)  A  signed  statement  that,  to  the 
best  of  his  knowledge  and  belief,  the  sub¬ 
mission  complies  with  the  requirements 
of  this  section. 

(b)  Within  60  days  after  the  notice 
of  hearing  is  published  in  the  Federal 
Register  pursuant  to  §  2.118,  or,  where 
no  participant  will  be  prejudiced,  within 
such  shorter  or  longer  period  of  time 
as  the  presiding  officer  orders,  each  par¬ 
ticipant  shall  submit  to  the  Hearing 
Clerk  all  data  and  information  specified 
in  paragraphs  (a)  (2)  through  (5)  of  this 
section,  and  any  objections  with  respect 
to  the  completeness  of  the  administra¬ 
tive  record  filed  pursuant  to  paragraph 
(a)  (1)  of  this  section. 

(c)  The  submissions  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section  may 
be  supplemented  later  in  the  proceeding, 
with  the  approval  of  the  presiding  offi¬ 
cer,  upon  a  showing  that  the  material 
contained  in  the  supplement  was  not  rea¬ 
sonably  known  or  available  when  the 
submission  was  made  or  that  the  rele¬ 
vance  of  the  material  contained  In  the 
supplement  could  not  reasonably  have 
been  foreseen  at  that  time. 

(d)  The  failure  to  comply  with  the 
a  participant  shsdl  constitute  a  waiver 
provisions  of  this  section  In  the  case  of 
of  the  light  to  participate  further  In  the 
hearing  and  In  the  case  of  a  party  shall 
also  constitute  a  waiver  of  the  right  to  a 
healing. 

(e)  Any  documentary  data  and  infor¬ 
mation  submitted  by  one  participant  may 
be  referenced  by  another.  Participants 
are  encouraged  to  exchange  and  consoli¬ 
date  lists  of  documentary  evidence  prior 
to  reproducing  It  for  submission  to  the 
Hearing  Clerk  in  order  to  reduce  dupli¬ 
cative  submissions.  If  a  particular  docu¬ 
ment  Is  bulky  or  is  In  limited  supply  and 
cannot  reasonably  be  reproduced,  and  It 
constitutes  relevant  evidence,  a  partici¬ 


pant  may  request  the  presiding  officer  for 
permission  to  submit  a  reduced  number 
of  copies  to  the  Hearing  Clerk. 

(f)  The  presiding  officer  shall  rule  on 
questions  relating  to  this  section. 

§  2.154  Purpose;  oral  and  written  testi¬ 
mony  ;  burden  of  proof. 

(a)  A  formal  evidentiary  public  hear¬ 
ing  is  held  for  the  purpose  of  receiving 
evidence  relating  to  an  issue  of  fact  de¬ 
termining  the  validity  of  a  regulation  or 
order  subject  to  such  a  hearing.  The 
objective  of  such  a  hearing  is  the  fair 
determination  of  facts  in  a  manner  con¬ 
sistent  with  the  right  of  all  interested 
persons  to  participate  and  the  public  in¬ 
terest  in  expeditiously  concluding  con¬ 
troversies  over  matters  affecting  the 
public  health  and  welfare. 

(b)  To  achieve  this  objective,  the  evi¬ 
dence  at  a  formal  evidentiary  public 
hearing  shall  be  developed  to  the  maxi¬ 
mum  feasible  extent  through  written 
submissions,  including  written  direct 
testimony  which  may  be  in  narrative  or 
in  question-and-answer  form,  written 
cross-examination,  and  such  other 
methods  for  the  testing  and  proper  eval¬ 
uation  of  factual  propositions  as  the 
presiding  officers  determines  are  neces¬ 
sary  for  a  full  and  true  disclosure  of 
relevant  evidentiary  facts. 

(1)  In  a  formal  evidentiary  public 
hearing,  the  Issues  may  have  general  ap¬ 
plicability  and  depend  upon  general 
facts  that  do  not  concern  any  particular 
action  of  a  specific  party,  e.g.,  the  safety 
or  effectiveness  of  a  class  of  drug  prod¬ 
ucts,  the  safety  of  a  food  or  color  addi¬ 
tive,  or  a  definition  and  standard  of 
identity  for  a  food,  or  the  issues  may 
have  specific  applicability  to  past  action 
and  depend  upon  particular  facts  con¬ 
cerning  only  that  party,  e.g.,  the  appli¬ 
cability  of  a  grandfather  clause  to  a  par¬ 
ticular  brand  of  a  drug  or  the  failure  of 
a  particular  manufacturer  to  meet  re¬ 
quired  manufacturing  and  processing 
specifications  or  other  general  standards. 

(1)  Where  the  proceeding  involves 
general  issues,  all  direct  testimony  shall 
be  submitted  in  writing,  except  upon  a 
showing  that  written  direct  testimony  Is 
insufficient  to  adduce  testimony  for  a 
full  and  true  disclosure  of  relevant  evi¬ 
dentiary  facts  and  that  the  participant 
will  be  prejudiced  by  denial  of  a  request 
to  present  oral  direct  testimony.  'Vi^ere 
the  proceeding  Involves  particular  Issues, 
each  party  shall  determine  whether,  and 
the  extent  to  which,  he  wishes  to  present 
his  direct  testimony  orally  or  in  writing. 

lii)  Oral  cross-examination  of  .wit¬ 
nesses  shall  be  permitted  only  upon  a 
showing  that  the  cross-examination  re¬ 
quested  is  necessary  because  alternative 
means  of  developing  relevant  evidentiary 
facts  are  insufficient  to  adduce  testi¬ 
mony  required  for  a  full  and  true  dis¬ 
closure  of  relevant  evidentiary  facts,  and 
that  the  party  requesting  opportunity" 
for  oral  cross-examination  will  be  prej¬ 
udiced  by  denial  of  the  request. 

(2)  All  oral  and  wrlttoi  testimony  of 
witnesses  shall  be  under  oath. 
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(c)  In  considering  whether  a  request 
for  cross-examination  of  a  i}articular 
witness  has  been  justified,  the  presiding 
officer  shall  take  into  accoimt  the  follow¬ 
ing  factors: 

(1)  The  extent  to  which  a  full  and 
true  disclosure  with  respect  to  any  dis¬ 
puted  issue  of  fact  can  be  achieved 
through  the  presentation  of  additional 
direct  evidence. 

(2)  The  extent  to  which  there  are  cir¬ 
cumstantial  guarantees  of  the  trust¬ 
worthiness  of  the  direct  evidence  sought 
to  be  made  Uie  subject  of  cross- 
examination. 

(3)  Whether  the  particular  person’s 
testimony  sought  to  be  made  the  subject 
of  cross-examination  is  required  for  ^e 
resolution  of  any  disputed  issue  of  fact. 

(4)  Whether  a  dispute  concerns  facts 
in  contrast  to  the  inferences  and  con¬ 
clusions  to  be  drawn  from  the  facts. 

(5)  Whether  the  direct  evidence 
sought  to  be  made  the  subject  of  cross- 
examination  is  relevant  and  material  to 
the  Issues  of  fact  as  to  which  the  hear¬ 
ing  has  been  justified. 

(6)  Whether  the  direct  evidence  of  the 
witness  sought  to  be  cross-examined  was 
introduced  by  oral  direct  testimony,  and 
granting  the  request  would  expedite  the 
hearing. 

(d)  Except  as  provided  in  paragraph 

(e)  of  this  section,  in  any  formal  e^- 
dentlary  public  hearing  involving  the  is- 

'suance,  amendment,  or  revocation  of  a 
regulation  or  order,  the  originator  of  the 
pr<v>osal  or  petition  or  of  any  significant 
modification  thereof  shall  be,  within  thq 
meaning  of  5  U.S.C.  556(d),  the  pro¬ 
ponent  of  the  regiilation  or  order,  and 
accordingly  shall  have  the  burden  of 
proof.  Any  participant  who  proposes  the 
substitution  of  a  new  provision  for  a  pro¬ 
vision  objected  to  shall  have  the 
burden  of  proof  in  relation  to  the  new 
provision  so  proposed. 

(e)  At  any  formal  evidentiary  public 
hewing  involving  the  issuance,  amend¬ 
ment,  or  revocation  of  a  regulation  or 
order  relating  to  the  safety  or  effective¬ 
ness  of  a  drug,  food  additive,  or  ^or 
additive,  the  participant  who  is  con¬ 
tending  that  the  product  is  safe  or  ef¬ 
fective  or  both  and  who  is  requesting 
approval  or  contesting  withdrawal  of  ap¬ 
proval  shall  have  the  burden  of  proof  in 
establishing  safety  or  effectiveness  or 
both  and  thus  the  right  to  approval.  The 
burden  of  proof  remains  on  such  partici- 
pRht  in  an  amendment  or  revocation 
proceeding. 

§  2.155  Participation  of  nonparties. 

(a)  A  nonparty  participant  shall  have 
the  right: 

(1)  To  attend  all  conferences  (includ¬ 
ing  the  prehearing  conference) .  oral 
proceedings,  and  arguments  held  in  con¬ 
nection  with  or  as  part  of  a  formal  evi¬ 
dentiary  public  heading. 

(2)  To  submit  written  testimony  and 
documentary  evidence  for  inclusion  in 
the  record. 

(3)  To  file  written  objections,  briefs, 
and  other  pleadings. 

(4>  To  present  oral  argtunent. 


(b)  A  ntmparty  participant  shall  not 
have  the  right: 

(1)  To  sulmiit  written  interrogatories. 

(2)  To  conduct  cross-examination. 

(c)  Any  person  whose  petition  is  the 
subject  of  the  hearing  shall  have  the 
same  rights  as  a  party. 

(d)  The  presiding  officer  shall  permit 
a  nonparty  participant  additional  rights 
when  he  concludes  that  the  participant’s 
interests  would  not  be  adequately  pro¬ 
tected  otherwise  or  that  broader  partici¬ 
pation  is  required  for  a  full  and  true  dis¬ 
closure  of  relevant  evidentiary  facts,  but 
the  rights  of  a  nonparty  participant  shall 
in  no  event  exceed  the  rights  of  a  party. 

§2.156  Conduct  at  oral  hearing**  or  con¬ 
ferences. 

All  participants  in  a  formal  evidentiary 
public  hearing  shall  conduct  themselves 
with  dignity  and  observe  judicial  stand¬ 
ards  of  practice  and  ethics.  They  shall 
not  indulge  in  personal  attacks,  unseemly 
wrangling,  or  intemperate  accusations  or 
characterizations.  A  representative  <of 
any  party  shall  use  his  b^t  efforts  to  re¬ 
strain  his  client  from  improprieties  in 
connection  with  any  proceeding.  Disre¬ 
spectful,  disorderly,  or  contumacious 
language  or  contemptuous  conduct,  re¬ 
fusal  to  comply  with  directions,  con¬ 
tinued  use  of  dilatory  tactics,  or  refusal 
to  adhere  to  reasonable  standards  of 
orderly  and  ethical  conduct  during  any 
such  hearing,  shall  constitute  groimds  for 
immediate  exclusion  from  the  proceed¬ 
ing  at  the  direction  of  the  presiding 
officer. 

§  2.157  ’Time  and  place  of  prehearing 
conference. 

A  prehearing  conference  shall  com¬ 
mence  at  the  date,  time,  and  place  an¬ 
nounced  in  the  notice  of  hearing,  or  in  a 
later  notice,  published  in  the  Federal 
Register  pursuant  to  $  2.118(a)  (8),  or 
as  specified  by  the  presiding  officer  in  a 
notice  published  in  the  Federal  Register 
modifidng  a  prior  notice.  At  that  con¬ 
ference  the  presiding  officer  shall  estab¬ 
lish  the  methods  and  procedures  to  be 
used  in  developing  the  evidence,  deter¬ 
mine  reasonable  time  periods  for  the 
conduct  of  the  hearing,  and  designate  the 
times  and  places  for  the  production  of 
witnesses  for  direct  and  cross-examina¬ 
tion  if  leave  to  conduct  oral  examination 
is  granted  on  any  issue,  insofar  as  Is  prac¬ 
ticable  at  that  time. 

§  2.158  Prehearing  conference  proce¬ 
dure. 

(a)  All  participants  in  a  formal  evi¬ 
dentiary  hearing  shall  appear  at  the 
prehearing  conference  fully  prepared 
to  discuss  in  detail  and  resolve  idl  mat¬ 
ters  specified  in  paragraph  (b)  of  this 
agenda  as  may  be  issued  by  the  Com¬ 
missioner  or  the  presiding  officer. 

(1)  All  participants  shall  cooperate 
fully  at  all  stages  of  the  proceeding  to 
achieve  the  objective  of  a  fair  and  ex¬ 
peditious  hearing,  through  advance  pr^- 
aration  for  the  prehearing  conference, 
including  communications  between  the 
participants,  requests  for  information 
at  the  earliest  possible  time,  and  Uie 


commencement  of  preparation  of  testi¬ 
mony.  Hie  failure  of  any  participant  to 
ainpear  at  the  prdiearing  conference  or 
to  raise  any  matters  that  could  reason¬ 
ably  be  anticipated  and  resolved  at  the 
prehearing  conference  shall  not  be  per¬ 
mitted  to  delay  the  progress  of  the  hear¬ 
ing  and  shall  constitute  a  waiver  of  the 
rights  of  the  participant  witlr  regard 
thereto,  including  all  objections  to  the 
agreements  reached,  actions  taken,  or 
rulings  Issued  by  the  presiding  officer, 
with  regard  thereto,  and  may  be  grounds 
for  striking  his  participation  pursuant  to 
5  2.131. 

(2)  Each  participant  shall  bring  to  the 
prehearing  conference  (to  the  first  ses¬ 
sion  or,  if  that  is  impracticable,  to  a  sub¬ 
sequent  session  scheduled  by  the  presid¬ 
ing  officer)  the  following  specific  infor¬ 
mation,  which  shall  be  filed  with  the 
Hearing  Clerk  pursuant  to  §  2.151: 

(i)  Any  additional  data  or  informa¬ 
tion  to  supplement  the  submission  filed 
pursuant  to  §  2.153,  which  may  be  filed 
if  approved  pursuant  to  S  2.153(c). 

(ii)  A  list  of  all  witnesses  whose  testi¬ 
mony  will  be  offered,  orally  or  in  writing, 
at  the  hearing,  together  with  a  full  cur¬ 
riculum  vitae  for  each  such  witness.  Ad¬ 
ditional  witnesses  may  later  be  identi¬ 
fied,  with  the  approval  of  the  presiding 
officer,  upon  a  showing  that  the  witness 
was  not  reasonably  available  at  the  time 
of  the  prehearing  conference  or  that  the 
relevance  of  his  views  could  not  reason¬ 
ably  have  been  foreseen  at  that  time. 

(ill)  All  prior  written  statements, 
which  shall  include  articles  and  any 
written  statement  signed  or  adopted,  or 
a  recording  or  transcription  of  an  oral 
statement  made,  by  the  persons  who 
have  been  Identified  as  witnesses  if  all 
of  the  following  conditions  apply: 

(a)  The  statement  is  available  with¬ 
out  making  request  of  the  witness  or  any 
other  person. 

(b)  The  statement  relates  to  the  sub¬ 
ject  matter  of  the  witness’s  testimonv. 

(c)  The  statement  either  was  made’ 
before  the  time  the  person  agreed  to  be¬ 
come  a  witness  or  has  been  made  publi'’ly 
available  by  the  person. 

(b)  The  presiding  officer  shall  con¬ 
duct  a  prehearing  conference  for  the 
following  purposes : 

(1)  To  determine  the  areas  of  factu  <1 
disagreement  which  are  to  be  considered 
at  the  formal  evidentiary  hearing.  The 
presiding  officer  may : 

(i)  Require  each  participant  to  pre¬ 
pare  and  file  written  statements  of  posi¬ 
tion  on  the  areas  of  disagreement  de¬ 
scribed  in  the  notice  of  hearing. 

(ii)  Require  each  participant  to  sum¬ 
marize  the  testimony  which  he  proposes 
to  present  in  support  of  his  position,  and 
to  describe  and  justify  any  additional 
documentary  evidence  not  included  with 
the  submission  pursuant  to  §  2.153  and 
expected  to  be  introduced. 

(ill)  Consider  oral  or  written  argu¬ 
ment  with  respect  to  the  areas  of  dis- 
agrennent  described  in  the  notice  of 
hearing  or  with  respect  to  objections 
thereto. 

(Iv)  Hold  conferences  off  the  record  in 
an  effort  to  reach  agreement  as  to  fac- 
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tual  questions  on  which  dlsagreonent 
exists,  except  that  all  statements  as  to 
areas  of  disEigreement  shall  be  reduced 
to  writing  or  be  the  subject  of  a  verbatim 
transcript  approved  by  the  participants. 

(2)  To  identify  the  most  appropriate 
techniques  for  the  development  of  the 
evidence  on  issues  in  controversy  in  addi¬ 
tion  to  the  submissions  pursuant  to 
§  2.153,  and  the  manner  and  sequence 
in  which  they  will  be  used,  including, 
where  oral  examination  is  to  be  con¬ 
ducted,  the  sequence  in  which  witnesses 
w'ill  be  produced  for,  and  the  time  and 
place  of,  the  oral  examination.  The 
methods  and  procedures  which  the  pre¬ 
siding  ofiQcer  may  consider  for  use  in  de¬ 
veloping  the  evidence  include  but  are  not 
limited  to: 

(i)  Submission  of  narrative  state¬ 
ments  of  position  on  each  factual  issue 
in  controversy. 

(ii)  Submission  of  evidence  or  identi¬ 
fication  of  previously  submitted  evidence 
in  support  of  such  statements,  such  as 
aflBdavits,  verified  statements  of  fact, 
data,  studies,  reports,  and  any  other  type 
of  written  material. 

(iii)  Identification  of  all  witnesses  and 
submission  of  testimony  of  such  wit¬ 
nesses. 

(iv)  Exchange  of  written  interroga¬ 
tories  directed  to  particular  witnesses  for 
the  purpose  of  developing  the  evidence 
on  particular  disputed  facts. 

(v)  Written  requests  to  any  party  for 
the  production  of  additional  documenta¬ 
tion,  data,  or  other  information  relevant 
and  material  to  the  facts  in  issue. 

(Vi)  Submission  of  written  questions 
to  be  orally  propounded  by  the  presiding 
officer  to  a  specific  witness. 

(vii)  Isolation  of  disputed  facts  as  to 
which  oral  examination  and/or  cross- 
examination  is  appropriate  pursuant  to 
§  2.154(b). 

(3)  To  group  participants  with  sub¬ 
stantially  like  interests  for  purposes  of 
eliminating  duplicative  or  repetitive  de¬ 
velopment  of  the  evidence,  making  and 
arguing  motions  and  objections,  includ¬ 
ing  motions  for  summary  decision,  filing 
briefs,  and  presenting  oral  argument. 

(4)  To  hear  and  determine  objections 
to  the  admission  into  evidence  of  data 
and  information  submitted  pursuant  to 
§  2.153. 

(5)  To  investigate  the  possibility  of 
obtaining  stipvQations  and  admissions  of 
facts. 

(6)  To  consider  such  other  matters 
and  take  such  other  action  as  may  aid 
in  the  expeditious  disposition  of  the  pro¬ 
ceeding. 

(c)  The  presiding  officer  shall  prepare' 
a  written  prehearing  order  reciting  the 
actions  taken  at  the  prehearing  confer¬ 
ence  and  setting  forth  the  schedule  for 
the  hearing.  Such  order  shall  include  a 
written  statement  of  the  areas  of  factual 
agreement  and  disagreement  and  of  the 
methods  and  pro<;edures  to  be  used  in 
developing  the  evidence  and  the  respec¬ 
tive  duties  of  the  parties  in  connection 
therewith.  Such  order  shall  control  the 
subsequent  course  of  the  hearing  unless 
modified  by  the  presiding  ofiScer  for  good 
cause  shown. 


§  2.159  Summary  decisions. 

(a)  Any  participant  in  a  formal  evi¬ 
dentiary  public  hearing  may,  after  com¬ 
mencement  of  the  hearing,  submit  to  the 
Hearing  Clerk  pursuant  to  §  2.150  a  mo¬ 
tion  with  or  without  supporting  affidavits 
for  a  summary  decision  in  his  favor  with 
respect  to  any  issue  under  consideration. 
Any  other  participant  may,  within  10 
days  after  service  of  the  motion,  which 
time  may  be  extended  for  an  additional 
10  days  by  the  presiding  officer  for  good 
cause  shown,  serve  opposing  affidavits  or 
coimtermove  for  summary  decision.  The 
presiding  officer  may,  in  his  discretion, 
set  the  matter  for  argument  and  call  for 
the  submission  of  briefs. 

(b)  The  presiding  officer  shall  grant 
such  motion  if  the  objections,  requests 
for  hearing,  other  pleadings,  affidavits, 
and  any  material  fil^  in  connection  with 
the  hearing,  or  matters  officially  noticed, 
show  that  there  is  no  genuine  issue  as  to 
any  material  fact  and  that  a  participant 
is  entitled  to  summary  decision. 

(c)  Affidavits  shall  set  forth  such  facts 
as  would  be  admissible  in  evidence  and 
shall  show  affirmatively  that  the  affiant 
is  competent  to  testify  to  the  matters 
stated  therein.  When  a  motion  for  sum¬ 
mary  decision  is  made  and  supported  as 
provided  in  this  section,  a  participant  op¬ 
posing  the  motion  may  not  rest  upon 
mere  allegations  or  denials  or  general 
descriptions  of  positions  and  contentions. 
His  response,  by  affidavits  or  as  otherwise 
provided  in  this  section,  must  set  forth 
specific  facts  showing  that  there  is  a  gen¬ 
uine  issue  of  fact  for  the  hearing. 

(d)  Should  it  appear  from  the  affi¬ 
davits  of  a  participant  opposing  the  mo¬ 
tion  that  he  cannot,  for  sound  reasons 
stated,  present  by  affidavit  facts  essential 
to  justify  his  opposition,  the  presiding 
officer  may  deny  the  motion  for  summary 
decision  or  may  order  a  continuance  to 
permit  affidavits  or  additional  evidence 
to  be  obtained  or  may  make  such  order 
as  is  just. 

(e)  If  on  motion  under  this  section  a 
siunmary  decision  is  not  rendered  upon 
the  whole  case  or  for  all  the  relief  asked, 
and  development  of  evidentiary  facts  Is 
found  necessary,  the  presiding  officer 
shall  make  an  order  specifying  the  facts 
that  appear  without  substantial  contro¬ 
versy  and  directing  further  evidentiary 
proceedings.  The  facts  so  specified  shall 
be  deemed  established. 

(f )  Any  participant  may  obtain  inter¬ 
locutory  review  by  the  Commissioner  of 
a  summary  decision  of  the  presiding 
officer, 

§  2.160  Receipt  of  evidence. 

(a)  A  formal  evidentiary  public  hear¬ 
ing  consists  of  the  development  of  evi¬ 
dence  and  the  resolution  of  factual  issues 
in  the  manner  set  forth  In  the  proce- 
dmes  established  in  this  subpart  and 
in  the  order  issued  by  the  presiding 
officer  after  the  prehearing  conference, 

(b)  All  orders  issued  by  the  presiding 
officer,  transcripts  of  oral  hearings  or 
arguments,  written  statements  of  posi¬ 
tion,  written  direct  testimony,  written 
interrogatories  and  the  responses  there¬ 


to,  and  any  other  data,  studies,  reports, 
documentation,  information,  and  other 
written  material  of  any  kind  submitted 
in  the  proceeding  shall  be  a  part  of  the 
administrative  record  of  the  hearing,  and 
shall  be  placed  on  public  display  in  the 
(^ce  of  the  Hearing  Clerk  promptly 
upon  receipt  in  that  office,  except  as  pro¬ 
vided  in  §  2.171. 

(c)  A  written  submission  to  the  record 
shall  be  admissible  as  evidence  imless 
a  participant  objects  and  the  presiding 
officer  excludes  it  as  inadmissible. 

(1)  The  presiding  officer  shall  exclude 
written  evidence  as  inadmissible  only  on 
the  following  grounds: 

(1)  The  evidence  is  a  document  that 
is  not  authentic,  or 

(il)  Exclusion  of  part  or  all  of  the 
written  evidence  of  a  participant  is  nec¬ 
essary  or  appropriate  to  enforce  the  re¬ 
quirements  of  this  subpart. 

(2)  The  presiding  officer  shall  not  ex¬ 
clude  any  written  evidence  as  inadmis¬ 
sible  on  the  ground  that  it  is  irrelevant, 
immaterial,  or  repetitive.  All  such  writ¬ 
ten  evidence  shall  be  admitted  even  if 
it  is  of  no  probative  value.  Irrelevant  or 
immaterial  written  evidence  shall  be  re¬ 
garded  as  such  and  shall  not  be  given 
weight  or  probative  value  because  of  its 
admission. 

(3)  Any  written  evidence  excluded  by 
the  presiding  officer  as  Inadmissible  shall 
remain  a  part  of  the  administrative  rec-  ^ 
ord,  as  an  offer  of  proof,  for  purposes  ' 
of  judicial  review. 

(d)  Oral  testimony,  whether  on  direct 
or  on  cross-examination,  shall  be  admis¬ 
sible  as  evidence  unless  a  participant 
objects  and  the  presiding  officer  excludes 
it  as  inadmissible. 

(1)  The  presiding  officer  shall  exclude 
oral  evidence  as  inadmissible  only  on  the 
following  grounds: 

(1)  The  oral  evidence  is  irrelevant,  im¬ 
material,  or  repetitive,  or 

(ii)  Exclusion  of  part  or  all  of  the  oral 
evidence  of  a  participant  is  necessary 
or  appropriate  to  enforce  the  require¬ 
ments  of  this  subpart. 

(2)  Whenever  oral  evidence  is  ex¬ 
cluded  by  the  presiding  officer  as  inad¬ 
missible,  the  participant  may  take  writ¬ 
ten  exception  to  such  ruling  in  his  brief 
to  the  Commissioner,  without  formally 
taking  oral  exception  at  the  hearing. 
Upon  review,  the  Commissioner  may  re¬ 
open  the  hearing  to  permit  such  evidence 
to  be  admitted  if  he  determines  that  -its 
exclusion  was  erroneous  and  prejudicial. 

(e)  All  participants  shall  be  respon¬ 
sible  for^  apprising  themselves  of  the 
contents  of  the  administrative  record  in 
timely  fashion  for  purposes  of  formulat¬ 
ing  objections  to  the  admissibility  of  any 
item  into  evidence  and  evaluating  the 
need  for  the  submission  of  additional 
evidence. 

(f)  The  presiding  officer  shall,  on  his 
own  initiative  as  the  circumstances  war¬ 
rant,  or  upon  the  motion  of  any  partici¬ 
pant  for  good  cause  shown,  schedule 
conferences  to  monitor  the  progress  of 
the  hearing,  narrow  and  simplify  the  Is¬ 
sues,  and  consider  and  rule  on  motions, 
requests,  and  other  matters  concerning 
the  development  of  the  evidence. 
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(g)  The  presiding  officer  shall  conduct 
such  proceedings  as  are  necessary  for  the 
taking  of  oral  testimony,  for  the  oral 
examination  of  witnesses  by  the  presiding 
officer  on  the  basis  of  written  questions 
previously  submitted  to  him  by  the  par¬ 
ties,  and  for  the  conduct  of  cross-exami¬ 
nation  of  witnesses  by  the  parties.  The 
presiding  officer  shall  screen  written 
questions  submitted  to  him  to  be  asked 
orally  of  witnesses  in  order  to  exclude 
irrelevant  or  repetitious  questions.  The 
presiding  officer  shall  limit  oral  cross- 
examination  _  to  prevent  irrelevant  or 
repetitious  examination. 

(h)  The  presiding  officer  shall  order 
that  the  proceedings  be  closed  for  the 
taking  of  oral  testimony  relating  to  mat¬ 
ters  specified  in  !  2.5(j)  (3) .  Participation 
in  such  closed  proceedings  shall  be  lim¬ 
ited  to  the  witness,  his  counsel,  and  Fed¬ 
eral  Government  Executive  Branch  em¬ 
ployees  and  special  government  employ¬ 
ees.  Such  closed  proceedings  shall  be 
permitted  only  for  such  oral  testimony 
as  directly  relates  tojnatters  specified  in 
§  2.5(J)  (3)  and  shall  not  include  other 
matters. 

(i)  Any  party  may  at  any  time  move 
for  an  order  that  the  taking  of  evidence 
be  concluded.  Such  motion  shall  be 
granted  unless  witiiln  10  days  of  service 
thereof  a  participant  files  an  opposition 
to  such  motion,  supported  by  an  affidavit 
stating  that  he  wishes  to  submit,  or  by 
specified  means  adduce,  additional  evi¬ 
dence  on  facts  relevant  to  the  issues  at 
the  hearing,  describing  the  nature  of 
such  evidence,  and  estimating  the  time 
necessary  to  submit  or  adduce  it.  In  the 
event  that  such  an  opposition  is  filed,  the 
presiding  officer  may  (1)  grant  the  mo¬ 
tion  if  it  appears  that  the  evidence  de¬ 
scribed  in  ttie  affidavit  filed  in  support  of 
the  opposition  does  not  relate  to  rele¬ 
vant  facts  or  is  duplicative  or  cumulative 
of  evidence  already  on  record  at  the 
hearing,  (2)  deny  the  motion,  (3) 
grant  the  motion  but  postpone  its  effect 
to  a  specified  date  in  order  that  the  par¬ 
ticipant  opposing  it  may  submit  or  ad¬ 
duce  the  evidence  described  in  the  affi¬ 
davit,  or  (4)  take  such  other  action  as  is 
appropriate  under  the  circumstances. 
Upon  the  denial  of  a  motion  made  imder 
this  paragraph,  or  the  granting  of  a  mo¬ 
tion  with  a  postponed  effective  date,  no 
participant  may  submit  additional  evi¬ 
dence  unless  he  has  filed  an  opposition 
to  the  motion,  and  any  participant  who 
has  filed  an  opposition  shall  confine  the 
submission  of  additional  evidence  to  the 
matters  set  forth  in  the  affidavit  in 
support  of  the  opposition. 

§  2.161  Official  notice. 

Official  notice  may  be  taken  of  such 
matters  as  might  be  judicially  noticed  by 
the  courts  of  the  United  States  or  of  any 
other  matter  peculiarly  within  the  gen¬ 
eral  knowledge  of  the  Food  and  Drug 
Administration  as  an  expert  agency. 

(b)  Where  official  notice  is  taken  of  a 
material  fact  not  appearing  in  the  evi¬ 
dence  of  record,  any  participant,  on 
timely  request,  shall  be  afforded  an  op- 
portimlty  to  show  the  contrary. 


§  2.162  Briefs  and  argument. 

(a)  As  soon  as  possible  after  the  com¬ 
pletion  of  the  taking  of  evidence,  the 
presiding  officer  shall  announce  a  sched¬ 
ule  for  the  filing  of  briefs.  Briefs  shall 
include  a  statement  of  position  on  each 
issue  as  supported  by  the  evidence  of 
record,  with  specific  and  complete  cita¬ 
tions  to  the  evidence,  together  with  cita¬ 
tions  of  points  of  law  relied  upon.  Briefs 
sh£^  contain  proposed  findings  of  fact 
and  conclusions  of  law. 

(b)  The  presiding  officer  may  permit 
the  presentation  of  oral  argument  at  his 
discreption  and  in  such  manner  as  he  be¬ 
lieves  is  both  practical  and  fair. 

(c)  Briefs  and  oral  argument  shall 
attempt  to  refrain  from  disclosing  spe¬ 
cific  details  of  written  and  oral  testimony 
and  documents  relating  to  matters  spec¬ 
ified  in  §  2.5(j)  (3) ,  but  any  reference 
essential  to  resolution  of  the  Issues  in¬ 
volved  shall  be  permitted. 

§  2.163  Interlocutory  appeal  from  rul¬ 
ing  of  presiding  officer. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section  and  in  §§  2.118(b), 
il31(g).  2.143(a),  2.159(f),  and  2.165(0, 
where  an  interlocutory  appeal  is  specifi¬ 
cally  authorized  by  this  subpart,  rulings 
of  the  presiding  officer  may  not  be  ap¬ 
pealed  to  the  Commissioner  prior  to  his 
consideration  of  the  entire  administra¬ 
tive  record  of  the  hearing. 

(b)  Any  ruling  of  the  presiding  officer 
shall  be  the  subject  of  an  interlocutory 
appeal  to  the  Commissioner  where  the 
presiding  officer  certifies  on  the  record  or 
in  writing  that  such  an  interlocutory  ap¬ 
peal  is  necessary  to  prevent  exceptional 
delay,  expense,  or  prejudice  to  any  par¬ 
ticipant,  or  substantial  harm  to  the  pub¬ 
lic  interest. 

(c)  Where  an  interlocutory  appeal  is 
made  to  the  Commissioner,  any  partici¬ 
pant  may  file  a  brief  with  the  Commis¬ 
sioner  within  such  period  as  the  Com¬ 
missioner  directs.  Oral  argument  will  be 
hemxl  only  at  the  discretion  of  the  Com- 
mi^ioner. 

§  2.164  Official  transcript. 

(a)  Any  oral  testimony  given  at  a  for¬ 
mal  evidentiary  public  hearing  shall  be 
reported  verbatim.  The  presiding  officer 
will  make  provision  for  a  stenographic 
record  of  the  testimony  and  for  such 
copies  of  the  transcript  thereof  as  he  re¬ 
quires  for  his  own  purpose. 

(b)  One  copy  of  such  transcript  shall 
be  placed  on  public  display  in  the  office 
of  the  Hearing  Clerk  upon  receipt,  where 
it  may  be  reviewed  by  any  Interested 
person. 

(c)  Any  person  desiring  a  copy  of  the 
transcript  of  the  testimony  taken  at  the 
hearing  or  of  any  part  thereof  shtdl  be 
entitled  to  the  same,  except  as  provided 
in  §  2.171,  upon  application  to  the  official 
reporter  and  payment  of  the  costs 
thereof  or  piu*suant  to  the  provisions  of 
Part  4  of  this  chapter. 

§  2.165  Motions. 

(a)  Any  participant  may  make  a 
motion,  including  any  request,  to  the 


presiding  officer  with  respect  to  any  mat¬ 
ter  relating  to  the  proceeding.  All  mo¬ 
tions  shall  be  filed  pursuant  to  S  2.150, 
except  those  made  in  the  course  of  an 
oral  hearing  before  the  presiding  officer. 

(b)  Within  10  days  after  service  of  any 
such  motion,  which  may  be  shortened  to 
3  days  or  extended  for  an  additional  10 
days  by  the  presiding  officer  for  good 
cause  shown,  any  participant  in  the 
proceeding  may  file  a  response  to  the 
motion. 

(c)  The'  presiding  officer  shall  rule 
upon  such  motion  and  may  certify  such 
motion,  together  with  his  ruling,  to  the 
Commissioner  fox  Interlocutory  review. 

Asuinistrative  Record 

§  2.170  Administrative  record  of  a  for¬ 
mal  evidentiary  public  bearing. 

(a)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  following: 

(1)  The  order  or  regulation  which 
gave  rise  to  the  hearing. 

(2)  All  objections  and  requests  for 
hearing  filed  by  the  Hearing  Clerk  pur¬ 
suant  to  §§  2.110  through  2.112. 

(3)  The  notice  of  hearing  published 
pursuant  to  §  2.118.' 

(4)  All  notices  of  participation  filed 
pursuant  to  §  2.131. 

(5)  All  Federal  Register  notices  per¬ 
tinent  to  the  proceeding. 

(6)  All  submissions  filed  pm'suant  to 
§  2.151,  e.g.,  the  submissions  required  by 
§  2.153,  all  other  documentary  evidence 
and  written  testimony,  pleadings,  state¬ 
ments  of  position,  briefs,  and  other  simi¬ 
lar  documents. 

(7)  The  transcript,  written  order,  and 
all  other  documents  relating  to  the  pre- 
hearing  conference,  prepared  pursuant 
to  §  2.158. 

(8)  All  documents  relating  to  any  mo¬ 
tion  for  summary  decision  pursuant  to 
§  2.159. 

(9)  All  documents  of  which  official 
notice  is  taken  pursuant  to  §  2.161. 

(10)  All  pleadings  filed  pursuant  to 
§  2.162. 

(11)  All  documents  relating  to  any  in¬ 
terlocutory  appeal  pursuant  to  §  2.163. 

(12)  All  transcripts  prepared  pursuant 
to  §  2.164. 

(13)  Any  other  dociunents  relating  to 
the  hearing  and  filed  with  the  Hearing 
Clerk  by  the  presiding  officer  or  any  par¬ 
ticipant. 

(b)  The  record  of  the  administrative 
proceeding  shall  be  closed; 

(1)  With  respect  to  the  taking  of  evi¬ 
dence,  at  the  time  specified  in  §  2.160 

(g). 

(2)  With  respect  to  pleadings,  at  the 
time  specified  in  §  2.162(a)  for  the  filing 
of  briefs. 

(c)  The  presiding  officer  may,  in  his 
discretion,  reopen  the  record  to  receive  > 
further  evidence  at  any  time  prior  to  the 
filing  of  a  recommended  or  initial  deci¬ 
sion. 

§  2.171  Examination  of  administrative 
record. 

The  availability  for  public  examina¬ 
tion  and  copying  of  each  document  wbkb 
is  a  part  of  the  administrative  record  of 
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the  hearing  shall  be  governed  by  the  pro¬ 
visions  of  §  2.5(j).  Each  document  which 
is  available  for  public  examination  or 
cop3dng  shall  be  placed  on  public  display 
in  the  ofBce  of  the  Hearing  Clerk 
promptly  upon  receipt  in  that  ofiBce. 

§  2.172  Correction  of  administrative  rec< 
ord. 

After  the  close  of  the  taking  of  evi¬ 
dence,  the  presiding  officer  shall  afford 
witnesses,  particli>ants,  and  their  cotm- 
sel  time,  not  longer  than  30  days  except 
in  unvisual  cases,  in  which  to  submit 
written  proposed  corrections  of  the  tran¬ 
script  of  any  oral  testimony  taken  at  the 
hearing,  pointing  out  errors  that  may 
have  been  made  in  transcribing  the  testi¬ 
mony.  The  presiding  officer  shall  prompt¬ 
ly  thereafter  order  such  corrections  made 
as  in  his  judgment  are  required  to  make 
the  transcript  conform  to  the  testimony. 

§  2.173  Record  for  administrative  deci> 
eion. 

The  administrative  record  of  the  hear¬ 
ing  sp>ecified  in  §  2.170  shall  constitute 
the  exclusive  record  for  decision. 

Initial  and  Final  Decisions 
§  2.180  Initial  decision. 

(a)  Within  90  days  after  the  filing  of 
briefs  and  any  oral  argument  pursuant 
to  §  2.162,  the  presiding  officer  shall  pre- 
l>are  smd  file  an  initial  decision  based 
solely  upon  the  administrative  record  of 
the  hearing.  The  time  for  filing  an  initial 
decision  may  be  extended  by  the  Com¬ 
missioner  upon  request  of  the  presiding 
officer  stating  reasons  therefor. 

(b)  The  initial  decision  shall  contain: 

(1)  Findings  of  fact  based  upon  rele¬ 
vant,  material,  and  reliable  evidence  of 
record. 

(2)  Conclusions  of  law. 

(3)  A  full  articulation  of  the  reasons 
for  the  findings  and  conclusions,  includ¬ 
ing  a  discussion  of  the  significant  factual 
and  legal  contentions  made  by  any  par¬ 
ticipant. 

(4)  Full  citations  to  the  administrative 
record  supporting  the  findings  and 
conclusions. 

(5)  An  appropriate  regulation  or  order 
supported  by  substantial  evidence  of  rec¬ 
ord  and  based  upon  the  findings  of  fact 
and  conclusions  of  law. 

(6)  An  effective  date  for  the  regulation 
or  order. 

(c)  The  initial  decision  shaU  attempt 
to  refrain  frcHn  disclosing  specific  details 
of  written  and  oral  testimony  and  docu¬ 
ments  relating  to  matters  specified  in 
§  2.5(j)  (3),  but  any  references  essential 
to  resolution  of  the  Issues  invovled  shall 
be  permitted. 

(d)  The  initial  decision  shall  be  filed 
with  the  Hetiring  Clerk  and  served  upon 
all  participants. 

(e)  The  initial  decision  shall  become 
the  final  decision  of  the  Commissioner 
by  operation  of  law  unless  a  participant 
in  the  proceeding  files  timely  exceptions 
with,  the  Hearing  Clerk  pursuant  to 
§  2.181  (a)  or  the  Commissioner,  on  his 
own  initiatives,  files  with  the  Hearing 


Clerk  a  notice  of  review  pursuant  to 
5  2.181(f), 

(f)  Notice  that  an  initial  decision  has 
become  the  decision  of  the  Commis¬ 
sioner  without  appeal  to  or  review  by 
the  Commissioner  shall  be  published  in 
the  Fedebal  Register,  or  the  Commis¬ 
sioner  may  publish  the  entire  decision  if 
he  determines  that  it  is  of  widespread 
public  interest. 

§  2.181  Appeal  from  or  review  of  initial 
decision. 

(a)  Any  participant  in  a  proceeding 
may  appeal  an  initial  decision  to  the 
Commissioner  by  filing  exceptions  to  the 
initial  decision  with  the  Hearing  Clerk, 
and  serving  such  exceptions  on  the  other 
participants.  Exceptions  will  be  filed  and 
served  within  the  period  specified  in  the 
initial  decision.  Such  period  shall  not 
exceed  30  days,  unless  extended  by  the 
Commissioner  pursuant  to  paragraph 
(d)  of  this  section. 

(b)  Exceptions  to  the  initial  decision 
shall  contain  specific  statements  of  al¬ 
leged  error  in  the  findings  of  fact  or 
conclusions  of  law  in  the  Initial  decision, 
with  specific  reference  to  those  parts  of 
the  record  upon  which  the  exceptions  are 
based.  If  oral  argument  before  the  Com¬ 
missioner  is  desired,  it  shall  be  specifi¬ 
cally  requested  in  the  exceptions. 

(c)  Any  participant  may  file  with  the 
Hearing  Clerk,  and  serve  on  the  other 
participants,  a  reply  to  the  exceptions 
pf  a  participant.  A  r^ly  shall  be  filed 
and  served  within  the  period  specified  in 
the  initial  decision.  Such  period  shall  not 
exceed  30  days  after  the  period  (includ¬ 
ing  any  extensions)  for  filing  exceptions, 
unless  extended  by  the  Commissioner 
pursuant  to  paragraph  (d)  of  this  sec¬ 
tion. 

(d)  The  Commissioner  may  extend  the 
time  for  filing  exceptions  or  replies  to  ex¬ 
ceptions  for  good  cause  shown. 

(e)  After  the  filing  of  exceptions  and 
replies,  the  Commissioner  shall  deter¬ 
mine  whether  he  wishes  to  hear  oral  ar¬ 
gument  on  the  matter.  If  the  Commis¬ 
sioner  concludes  that  he  should  hear  oral 
argument  on  the  matter,  the  participants 
shall  be  Informed  of  the  date,  time,  and 
place  for  such  oral  argument,  the 
amount  of  time  that  will  be  allotted  to 
each  participant  for  such  oral  argument, 
and  the  issues  to  be  addressed. 

(f)  Prior  to  10  days  following  the  ex¬ 
piration  of  the  time  for  filing  exceptions 
(including  any  extensions) ,  the  Commis¬ 
sioner  may  file  with  the  Hearing  CHerk, 
and  serve  on  the  participants,  a  notice 
stating  that  he  will  review  the  initial  de¬ 
cision  on  his  own  initiative.  The  Commis¬ 
sioner  may  invite  the  participants  to  file 
briefs  or  present  oral  argument  on  the 
matter.  The  time  for  filing  briefs  or  pre¬ 
senting  oral  argument  shall  be  specified 
In  the  notice  of  review  or  In  a  later  notice. 

§2.182  Decision  by  Commissioner  on 
appeal  ■  or  review  of  initial  decision. 

(a)  On  appeal  from  or  review  of  the 
Initial  decision,  the  Commissioner  shall 


have  all  the  powers  he  would  have  in 
making  the  initial  decision.  Hie  Commis¬ 
sioner  may,  on  his  owiv  Initiative  or  on 
the  motion  of  any  participant,  remand 
the  proceeding  to  the  presiding  officer 
with  specific  directions,  e.g.,  to  receive 
further  evidence  relating  to  a  particular 
issue,  where  he  concludes  that  such  ac¬ 
tion  is  necessary  for  a  proper  decision  in 
the  matter. 

(b)  The  scope  of  the  issues  on  appeal 
shall  be  the  same  as  the  scope  of  the 
issues  at  the  public  hearing  unless  the 
Commissioner  specifies  otherwise. 

(c)  As  soon  as  practicable  after  the 
filing  of  briefs  and  any  oral  argument, 
the  Commissioner  shall  issue  in  the  Fed¬ 
eral  Register  his  final  decision  in  the 
proceeding  based  solely  upon  the  admin¬ 
istrative  record  of  the  hearing.  Such 
final  decision  shall  meet  the  require¬ 
ments  established  in  §  2.180  (b)  and  (c) . 

(d)  The  Commiasioner  may  adopt  the 
initial  decision  as  the  final  decision,  in 
whole  or  in  part,  if  he  c(»icludes,  after 
reviewing  the  administrative  record,  that 
it  meets  all  the  requirements  specified 
in  §  2.180  (b)  and  (c)  and  represents  a 
sound,  reasonable,  and  fair  decision 
based  upon  all  relevant  factual,  legal, 
and  policy  considerations. 

(e)  Notice  of  the  CcHnmissioner’s  deci¬ 
sion  shall  be  published  In  the  Federal 
Register,  or  the  Commissioner  may  pub¬ 
lish  the  entire  decision  if  he  determines 
that  it  is  of  widespread  public  interest. 

§  2.183  Reconsideration  and  stay  of  ac¬ 
tion. 

Following  notice  or  publication  of  the 
final  decision,  any  participant  may  peti- 
ticwi  the  Commissioner  for  reconsidera¬ 
tion  of  any  part  or  all  of  such  decision 
pursuant  to  §  2.8  or  may  petition  for  a 
stay  of  such  decision  pursuant  to  §  2.9. 

Judicial  Review 
§  2.190  Review  by  the  coarts. 

(a)  The  Commissioner’s  final  decision 
constitutes  final  agency  action  from 
which  any  participant  may  petition  for 
judicial  review  pursuant  to  the  statutory 
provisions  governing  the  matter  involved. 
Before  requesting  an  order  from  a  court 
for  a  stay  of  action  pending  review,  any 
participant  seeking  court  review  shall 
first  submit  a  petition  for  a  stay'of  ac¬ 
tion  pursuant  to  §  2.9. 

(b)  The  Food  and  Drug  Administra¬ 
tion  will  request  consolidation  In  a  single 
court  of  all  petitions  for  judicial  review 
related  to  a  particular  matter  pursuant 
to  28  U.S.C.  2112(a). 

§  2.191  Copies  of  petitions  for  judicial 
review. 

The  Chief  Counsel  for  the  Food  and 
Drug  Administration  has  been  desig¬ 
nated  by  the  Secretary  as  the  officer  upon 
whom  copies  of  petitions  for  judicial  re¬ 
view  shall  be  served.  Such  officer  shall  be 
responsible  for  filing  in  the  cotirt  the 
record  of  the  proceedings  on  which  the 
final  decisltm  is  based.  The  record  of  the 
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proceedijig  shall  be  certified  by  the 
Commissioner. 

2.  In  Part  430,  by  revising  §  430.20  to 
recul  as  follows: 

§  430.20  Procedure  for  the  issuance, 
amendment,  or  repeal  of  regulations. 

(a)  The  procedures  for  the  issuance 
amendment,  or  repeal  of  r^ulations  un¬ 
der  section  507  of  the  act  shall  be  gov¬ 
erned  by  Part  2  of  this  chapter. 

(b)  (1)  The  Commissioner,  on  his  own 
initiative  or  on  the  application  or  request 
of  any  interested  person,  may  publish  in 
the  Federal  Register  a  notice  of  pro¬ 
posed  rule  making  and  order  to  issue, 
amend,  or  repeal  any  regulation  con¬ 
templated  by  section  507  of  the  act.  Such 
notice  and  order  may  be  general  (i.e., 
simply  summarizing  in  a  general  way  the 
information  resulting  in  the  notice  and 
order)  or  specific  (i.e.,  either  referring  to 
SF>ecific  requirements  in  the  statute  and 
regulations  with  which  there  is  a  lack  of 
compliance,  or  providing  a  detailed  de¬ 
scription  and  analysis  of  the  specific 
facts  resulting  in  the  notice  and  order) . 

(2)  An  opportunity  shall  be  given  for 
interested  persons  to  submit  written 
comments  and  to  request  an  informal 
conference  on  the  proposal,  unless  such 
notice  and  opportunity  for  comment  and 
informal  conference  have  already  been 
provided  in  connection  with  the  an- 
noimcement  of  the  reports  of  the  Na¬ 
tional  Academy  of  Sciences-National 
Research  Council,  Drug  EflBcacy  Study 
Group,  to  persons  who  will  be  adversely 
affected,  or  as  provided  in  §§  2.10(e)  or 
2.110(c)  (2)  of  this  chapter.  The  time  for 
requesting  an  informal  conference  shall 
be  30  days  unless  otherwise  specified  in 
the  notice  of  proposed  rule  making.  If 
an  informal  conference  is  requested  and 
granted,  those  persons  participating  in 
the  cfmference  shall  be  provided  an  addi¬ 
tional  30  days  for  cmnment,  beginning 
the  date  of  the  conference,  unless  other¬ 
wise  specified  in  the  proposal. 

(3)  It  is  the  responsibility  of  every 
manufacturer  or  distributor  of  an  anti¬ 
biotic  drug  product  to  review  every  pro¬ 
posal  published  in  the  Federal  Register 
to  determine  whether  it  covers  any  prod¬ 
uct  he  manufactures  or  distributes. 

(4)  After  considering  the  written  com¬ 
ments,  the  results  of  any  conference,  and 
the  data  available,  the  Commissioner  will 
publish  an  order  in  the  Federal  Register 
acting  on  the  proposal,  with  opportunity 
for  any  person  who  will  be  adversely  af¬ 
fected  to  file  objections,  to  request  a 
hearing,  and  to  show  reasonable  grounds 
for  the  hearing.  Any  such  person  who 
elects  to  avail  himself  of  the  opportunity 
for  a  hearing  shall  file  with  the  Hearing 
Clerk  (i)  within  30  days  after  the  date 
of  publication  of  the  order  a  written 
notice  of  participation  and  request  for 
hearing,  and  (ii)  within  60  days  after  the 
date  of  publication  of  the  order,  unless 
a  different  period  of  time  is  specified  in 
the  order,  the  studies  on  which  he  relies 
to  Justify  a  hearing  as  specified  in  para¬ 
graph  (b)(6)  of  this  section.  The  raw 
data  underlying  a  study  submitted  may 


be  incorporated  by  reference  from  a  prior 
submission  as  part  of  an  antibiotic  ap¬ 
plication,  or  other  applications  or  re¬ 
ports. 

(5 )  No  data  or  analysis  submitted  after 
such  60  days  will  be  considered  in  de¬ 
termining  whether  a  hearing  is  war¬ 
ranted  unless  they  are  derived  from  well- 
controlled  studies  begun  prior  to  the 
date  of  the  order,  the  results  of  which 
were  not  in  existence  during  that  60  days. 
Exceptions  may  be  made  on  the  basis  of 
a  showing  of  inadvertent  omission  and 
hardship.  All  studies  in  progress,  the 
results  of  which  the  person  requesting 
the  hearing  intends  later  to  submit  in 
support  of  the  request  for  hearing,  shall 
be  listed.  A  copy  of  the  complete  proto¬ 
col,  a  list  of  the  participating  investiga¬ 
tors,  and  a  brief  status  report  of  the 
studies  shall  be  Included  in  the  submis¬ 
sion  made  pursuant  to  paragraph  (b)  (4) 
(ii)  of  this  section. 

(6)  A  request  for  hearing  shall  be  sup¬ 
ported  by  a  submission  as  specified  in 
§  314.200(c)  (1)  (ii)  of  this  chapter  con¬ 
taining  the  studies  (including  all  under¬ 
lying  raw  data)  on  which  the  person 
relies  to  justify  a  hearing  with  respect 
to  his  drug  product. 

(i)  If  effectiveness  is  at  issue,  a  request 
for  hearing  shall  be  supported  only  by 
adequate  and  well-controlled  clinical 
studies  meeting  all  of  the  precise  require¬ 
ments  of  §  314.111(a)  (5)  of  this  chapter 
and,  for  combination  drug  products, 
§  300.50  of  this  chapter,  or  by  other  stud¬ 
ies  not  meeting  those  requirements  for 
which  a  waiver  has  4b^n  previously 
granted  by  the  Food  and  Drug  Adminis¬ 
tration  pursuant  to  the  provisions  of 
§  314.111(a)  (5)  of  this  chapter.  All  ade¬ 
quate  and  weU-controlled  clinical  stud¬ 
ies  on  the  drug  product  known  to  the 
person  requesting  the  hearing  shall  be 
submitted.  Any  imfavorable  analyses, 
views,  or  judgments  with  respect  to  such 
studies  known  to  such  person  shall  also 
be  submitted.  No  other  data,  information, 
or  studies  shall  be  submitted. 

(ii)  Such  submission  shall  include  a 
factual  analysis  of  all  studies  submitted. 
If  effectiveness  is  at  issue,  such  analysis 
shall  specify  how  each  such  stu(iy  ac¬ 
cords,  on  a  point-by-point  basis,  with 
each  criterion  required  for  an  adequate 
and  well-controlled  clinical  Investigation 
established  in  §  314.111(a)  (5)  of  this 
chapter  and,  if  the  product  is  a  combina¬ 
tion  drug  product,  with  each  of  the  re¬ 
quirements  for  a  combination  drug  es¬ 
tablished  in  §  300.50  of  this  chapter,  or 
shall  be  accompanied  by  an  appropriate 
waiver  previously  granted  by  the  Food 
and  Drug  Administration.  If  a  study 
deals  with  a  drug  entity  or  dosage  form, 
or  condition  of  use,  or  mode  of  adminis¬ 
tration  other  than  the  one(s)  in  question, 
such  fact(s)  shall  be  clearly  stated.  Any 
study  conducted  on  the  final  marketed 
form  of  the  drug  product  shall  be  so 
designated. 

(iii)  Such  analysis  shall  be  submitted 
in  the  following  format,  except  that  in¬ 
formation  relating  to  safety  or  effec¬ 
tiveness  shall  be  omitted  if  the  order  does 


not  raise  any  issue  with  respect  to  that 
aspect  of  the  drug;  and  information  on 
(Mimpliance  with  S  300.50  of  this  chapter 
shall  be  omitted  if  the  drug  product  is 
not  a  combination  drug  product.  Sub¬ 
missions  not  made  in  this  format  or  not 
containing  the  required  analyses  will  not 
be  considered  and  win  result  in  denial 
of  hearing,  except  that  minor  technical 
deficiencies  may  be  excused  if  it  is  ap¬ 
parent  that  a  good  faith  attempt  has 
been  made  to  comply  with  the  require¬ 
ments  of  this  section  and  any  deficiencies 
noted  are  immediately  corrected  upon 
request. 

I.  Safety  data. 

A.  Animal  safety  data. 

1.  Individual  active  component  (s) . 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

2.  Combinations  of  the  individual  active 
components. 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

B.  Human  safety  data. 

1.  Individual  active  component (s). 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

c.  Documented  case  reports. 

d.  Pertinent  marketing  experiences  that 
may  Influence  a  determination  as  to  the 
safety  of  each  individual  active  component. 

2.  Combinations  of  the  individual  active 
components. 

a.  Controlled  studies. 

b.  Partially  '  controlled  or  uncontrolled 
studies. 

c.  Documented  case  reports. 

d.  Pertinent  marketing  experiences  that 
may  Influence  a  determination  as  to  the 
safety  of  combinations  of  the  Individual 
active  components. 

II.  Effectiveness  data. 

A.  Individual  active  components:  Con¬ 
trolled  studies,  with  an  analysis  showing 
clearly  how  each  such  study  satisfies,  on  a 
point-by-polnt  basis,  each  of  the  criteria  re¬ 
quired  by  S  314.111(a)(5)  trf  this  chapter. 

B.  Combinations  of  Individual  active 
conq>onents. 

1.  Controlled  studies  with  an  anal3r8is 
showing  clearly  how  each  such  study  satls- 
fles,  on  a  polnt-by-polnt  basis,  each  of  the 
criteria  required  by  {  314.111(s)  (6)  of  this 
chapter. 

2-.  An  analysis  showing  clearly 'how  each 
requirement  of  {  300.60  of  this  chapter  has 
been  satisfied. 

ni.  A  summary  of  the  data  and  views 
setting  forth  the  medical  rationale  and  pur¬ 
pose  for  the  drug  and  Its  Ingredients  and 
the  scientific  basts  for  the  conclusion  that 
the  drug  and  Its  ingredients  have  been 
proven  safe  and/or  effective  for  the  Intended 
use.  If  there  Is  an  absence  of  controlled 
studies  in  the  material  submitted,  or  the  re¬ 
quirements  of  any  element  of  §  300.50  of  this 
chapter  or  S  314.111(a)  (6)  of  this  chapter 
have  not  been  fully  met,  such  fact(s)  shall 
be  clearly  stated,  and  a  waiver  obtained 
pursuant  to  5  314.111(a)(6)  of  this  chapter 
shall  be  enclosed. 

IV.  A  statement  signed  by  the  person 
responsible  for  su<ai  submission,  that  It  in¬ 
cludes  In  full  (or  incorporatee  by  reference 
as  permitted  in  5  430.20(b)  (4) )  all  studies 
and  Information  speclfled  In  5  430.20(b). 
(Warning:  A  willfully  false  statement  Is  a 
criminal  offense,  18  UB.C.  1001.) 
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(7)  Upon  receipt  of  any  request  for 
hearing,  the  Director  of  the  Biu^u  of 
Drugs  j^all  prepare  an  analysis  of  the 
request  and  a  proposed  order  ruling  upon 
the  matter.  The  analysis  and  proposed 
order,  the  request  for  hearing,  and  any 
proposed  order  denying  a  hearing  and 
response  pursuant  to  paragraph  (b)  (8) 

(ii)  or  (iii)  of  this  section,  shall  be  sub¬ 
mitted  to  the  oflSce  of  the  Commissioner 
for  independent  review  and  decision.  No 
representative  of  the  Bureau  of  Drugs 
shall  participate  or  advise  in  the  review 
and  decision  by  the  Commissioner.  The 
office  of  the  General  Counsel  shall  ob¬ 
serve  the  same  separation  of  functions. 

(8)  A  request  for  a  hearing  may  not 
rest  upon  mere  allegations  or  denials,  but 
must  set  forth  specific  facts  showing  that 
there  is  a  genuine  and  substantial  issue 
of  fact  with  respect  to  the  particular 
drug  product(s)  which  is  specified  in  the 
request  for  hearing  that  requires  a 
hearing. 

(i)  Where  a  specific  proposal  or  order 
(as  defined  in  paragraph  (b)(1)  of  this 
section)  is  used,  the  order  published  in 
the  Federal  Register  shall  state  that,  if 
it  conclusively  appears  from  the  face  of 
the  data,  information,  and  factual 
analyses  in  the  request  for  hearing  that 
there  is  no  genuine  and  substantial  issue 
of  fact  which  precludes  the  action  taken 
on  the  proposal,  e.g.,  no  adequate  and 
well-controlled  clinical  investigations 
meeting  each  of  the  precise  elements  of 
§  314.111(a)  (5)  of  this  chapter  and,  for 
a  combination  drug  product,  §  300.50  of 
this  chapter,  showing  effectiveness  have 
been  identified,  or  when  a  request  for 
hearing  is  not  made  in  the  required  for¬ 
mat  or  with  the  required  analyses, 
the  Commissioner  will  enter  summary 
judgment  against  the  person (s)  who  re¬ 
quests  a  hearing,  making  findings  and 
conclusions,  denying  a  hearing.  Any  such 
order  entering  summary  judgment  shall 
set  forth  the  Commissioner’s  findings 
and  conclusions  in  detail  and  shall  6p>ec- 
ify  why  each  study  submitted  fails  to 
meet  the  requirements  of  the  statute  and 
regulations  or  why  the  request  for  hear¬ 
ing  otherwise  does  not  raise  a  geninue 
and  substantial  issue  of  fact  or  shall 
specify  the  requirements  of  this  psira- 
graph  with  respect  to  format  or  analyses 
with  which  there  is  a  lack  of  compliance. 

(ii)  Where  a  general  notice  or  order 
(as  defined  in  paragraph  (b)  (1)  of  this 
section)  is  used  and  the  Director  of  the 
Bureau  of  Drugs  concludes  that  summary 
judgment  against  the  person(s)  request¬ 


ing  a  hearing  should  be  considered,  he 
shall  serve  upon  such  person  (s)  by  reg¬ 
istered  mail  a  proposed  order  denying  a 
hearing.  Such  person(s)  shall  have  60 
days  after  receipt  of  such  proposed  order 
to  respond  with  sufficient  data,  informa¬ 
tion  and  analyses  to  demonstrate  that 
there  is  a  genuine  and  substantial  issue 
of  fact  which  justifies  a  hearing. 

(iii)  Where  a  general  or  specific  notice 
or  order  is  used  and  the  person(s)  re¬ 
questing  a  hearing  submits  data  or  infor¬ 
mation  of  a  type  required  by  the  statute 
and  regulations,  and  the  Director  of  the 
Bureau  of  Drugs  concludes  that  summary 
judgment  against  such  person (s)  should 
be  considered,  he  shall  serve  upon  such 
person  (s)  by  registered  mail  a  proposed 
order  denying  a  hearing.  Such  person  (s) 
shall  have  60  days  after  receipt  of  such 
proposed  order  to  respond  with  sufficient 
data,  information,  and  analyses  to  dem¬ 
onstrate  that  there  is  a  genuine  and  sub¬ 
stantial  issue  of  fact  which  justifies  a 
hearing. 

(iv)  If  review  of  the  data,  information, 
and  analysis  submitted  warrants  the 
conclusion  that  the  basis  for  the  order  is 
not  valid,  e.g.,  that  substantial  evidence 
of  effectiveness  exists,  the  Commissioner 
shall  deny  the  hearing,  enter  summary 
judgment  for  the  person(s)  requesting 
the  hearing,  and  revoke  the  order.  If  a 
hearing  is  not  requested,  the  order  will 
become  effective  as  published. 

(V)  If  a  hearing  is  requested  and  justi¬ 
fied,  the  provisions  of  Part  2  of  this 
chapter  shall  apply  to  such  hearing. 

(vi)  A  hearing  shall  be  granted  if  there 
exists  a  genuine  and  substantial  issue  of 
fact  or  if  the  Commissioner  concludes,  in 
his  discretion,  that  a  hearing  would  oth¬ 
erwise  be  in  the  public  interest. 

(9)  The  repeal  of  any  regulation  con¬ 
stitutes  a  revocation  of  all  outstanding 
certificates  based  upon  such  regulation. 
However,  the  Commissioner  may,  in  his 
discretion,  defer  or  stay  such  action 
p>ending  a  ruling  on  any  related  request 
for  a  hearing  or  pending  any  related 
hearing  or  other  administrative  or  ju¬ 
dicial  proceeding. 

(c)  Whenever  any  interested  person 
submits  an  application  or  request  pur¬ 
suant  to  provisions  of  section  507  of  the 
act,  or  regulations  promulgated  there¬ 
under,  which  appUcatiim  or  request  con¬ 
templates  the  issuance,  amendment,  or 
repeal  of  any  regulation,  and  such  person 
has  been  informed  in  writing  that  such 
application  or  request  is  not  approvable, 
or  whenever  such  person  has  received 


no  written  communication  advising 
whether  or  not  such  application  is  ap¬ 
provable  by  the  180th  day  after  its  sub¬ 
mission,  such  interested  person  may  file 
a  petition  proposing  the  issuance, 
amendment,  or  repeal  of  such  regulation 
under  the  provisions  of  section  507(f) 
of  the  act  and  Part  2  of  this  chapter.  The 
Commissioner  shall  cause  the  regulation 
proposed  in  such  petition  to  be  published 
in  the  Federal  Register  within  60  days 
of  the  receipt  of  an  acceptable  petition 
and  further  proceedings  shall  be  in  ac¬ 
cord  with  the  provisions  of  sections  507 
(f)  and  701  (f)  and  (g)  of  the  act  and 
Part  2  of  this  chapter. 

(d)  (1)  No  regulation  providing  for 
the  certification  of  any  batch  of  any  drug 
composed  wholly  or  in  part  of  any  kind 
of  penicilhn,  streptomycin,  chlortetracy- 
cline,  chloramphenicol,  bacitracin,  or  any 
other  antibiotic  drug,  or  any  derivative 
thereof,  intended  for  use  by  man  shall  be 
promulgated  and  no  existing  regulation 
will  be  continued  in  effect  unless  it  is 
established  by  substantial  evidence  that 
the  drug  will  have  such  characteristics 
of  identity,  strength,  quality,  and  purity 
necessary  to  adequately  insure*safety  and 
efficacy  of  use.  “Substantial  evidence” 
has  been  defined  by  Congress  to  mean 
“evidence  consisting  of  adequate  and 
well-controlled  investigations.  Including 
clinical  investigations,  by  experts  quali¬ 
fied  by  scientific  training  and  experience 
to  evaluate  the  effectiveness  of  the  drug 
involved,  on  the  basis  of  which  it  could 
fairly  and  responsibly  be  concluded  by 
such  experts  that  the  drug  will  have  the 
effectiveness  is  purports  and  is  repre¬ 
sented  to  have  under  the  conditions  pre¬ 
scribed,  recommended  or  suggested  in  the 
labeling  thereof.”  This  definition  is  made 
applicable  to  a  number  of  antibiotic 
drugs  by  section  507(h)  of  the  act  and 
it  Is  the  test  of  efficacy  that  will  be  ap¬ 
plied  in  promulgating,  amending,  or 
repealing  regulations  for  the  certification 
of  all  antibiotics  under  section  507(a)  of 
the  act  as  well. 

(2)  The  scientific  essentials  of  an  ade¬ 
quate  and  well-controlled  clinical  inves¬ 
tigation  are  described  in  §  314.111(a)  (5) 
of  this  chapter. 

Effective  date.  These  regulations  shall 
be  effective  November  23,  1976. 

Dated:  November  16,  1976. 

A.  M.  Schbudt, 

Commissioner  of  Food  and  Drugs. 
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